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Page 2 Page 4
1 PRESENT: 1 EXHIBITS(Continued)
2 2 NO. DESCRIPTION PAGE
GLBTQ Lega Advocates and Defenders 3 Exhibit Samgzg;;lédsf};“; jjg;sfz%"om 54
3 (by Jennifer Levi, Eq) 4 Care for the Health of
18 Tremont Street Boston, MA 02108, Transgender and Gender Diverse
4 617.388.5140, jlevi@glad.org - and - 5 People, Version 8" by E.
Human Rights Campaign (ViaZoom) Coleman, et al., from
5 (by Cynthia Cheng-Wun Weaver, Esq.) 6 International Journal of
1640 Rhode Island Avenue, NW, Transgender Health, 2022
6 Washington, DC 20009, 202.527.3669, 7 . ) _—
CynthiaWeaver@hrc.org - and - Exhibit 6 _Ar‘tlcle.entltleq GRADE 67
. . . 8 guidelines: 3. Rating the
7 King & Spald! ngLLP (ViaZoom) quality of evidence” by Howard
(by Katherine Vessels, Esq.) 9 Balshem, et al., from Journal
8 1700 Pennsylvania Avenue, NW, Washington, of Clinical Epidemiology, 2011
DC 20005, 202.737.0500, kvessel s@kslaw.com, 10
9 for the Plaintiffs. Exhibit 7 Articleentitled "Guidelines 87
10  United States Department of Justice (ViaZoom) u for sedation and anesthesiain
(by James Fletcher, Esq.) Gl endoscopy,” by Dayna S.
1 150 M Street, NE, Washington, DC 2 Barly, M.D., etal., from
! X L Gastrointestinal Endoscopy,
20530, James.Fletcher@usdoj.gov, 13 2018
12 202.598.0083, for the Intervenor 14 Exhibit8 Article entitled "GRADE 93
Plaintiff. guidelines: 14. Going from
13 15 evidence to recommendations:
Alliance Defending Freedom the significance and
14 (by Roger G. Brooks, Esq.) 16 presentation of
15100 N. 90th Sireet, Scottsdale, AZ 85260, = feoommendarons: by il
15 ?f?iﬁzfzsr?é;:{?ks@adﬂega'-orgv of Clinical Epidemiology, 2013
g 18
16 Exhibit 9 Articleentitled "GRADE 101
17 Also Present: Shannon Minter, Esqg. (Via Zoom) 19 guidelines: 15. Going from
18 evidence to recommendation --
19 x kK K 20 determinants of a
20 recommendation’s direction and
21 21 strength,” by Jeffrey C.
Andrews, et a., from Journal
gg 2 of Clinical Epidemiology, 2013
23
24 24
Page 3 Page 5
1 INDEX 1 EXHIBI TS (Continued)
2 2 NO. DESCRIPTION PAGE
WITNESS DIRECT CROSS REDIRECT RECROSS 3 Exhibit 1OebTw0-pagechain ohf 2ailsdated 103
February 7, 2023, with redac-
8 JENIFER LIGHTDALE, 4 tions, with at_tachment gntitled
4 MD. "Drit 12»p0ént itratefgflc Plan
5 to Advance Gender Affirming
5 BY MR.BROOKS 7 Care through strengthening the
6 N 6 WPATH SOC-8," Bates Pages
7 BOEAL_WPATH_091211-91218
7
8 EXHIBITS Exhibit 11 Articleentitied "Clinical 109
9 NO. DESCRIPTION PAGE 8 guidelines for children and
10 Exhibitl Articleentitled "Pediatric 10 adol escents experiencing gender
Endoscopy Quality Improvement 9 dysphoria or incongruence: a
11 Network Quality Standards and systematic review of guideline
Indicators for Pediatric 10 quality (part 1)," by Jo
12 Endoscopic Procedures: A Joint Taylor, etdl., from Archives
NASPGHAN/ESPGHAN Guideline," by u ~ of Diseasein Childhood, 2024
13 Jenifer R. Lightdale, et al., 12 Exhibit 12 Artlclgenﬂtled Patient 111
from Journal of Pediatric 13 ggo(:]uﬂgg;gpcﬁg%)hy
14 Gastroenterology and Nutrition, monitoring: a systematic review
15 March 2022 14 and meta-analysis," by Rhodri
Saunders, et al., from British
Exhibit2 Document entitled "Appraisal of 13 15 Medicdshumd Open, 2017
16 Guidelines for Research & 16 Exhibit 13 Article entitied "Assessing the 119
Evaluation I, AGREE I Quality of Reports of
17 Instrument,” updated December 17 Randomized Clinical Trials: Is
2017 Blinding Necessary?' by
18 18 Algjandro R. Jadad, M.D., et
Exhibit3  Ten-page printout from WPATH 37 al., from Controlled Clinica
19 website entitied "methodology o TS99
for the devel opment of soc8"” 20 Exhibit 14 Amcleermtleq Effectsof 126
20 Intravenous Secretin pn
Extibit4 Expert Rebuttal Declaration of 51 2 cenguage nd Betiavor of
21 Jenifer R. Lightdale, M.D., 22 Gastrointestinal Symptoms: A
M.P.H. Single-Blinded, Open-Label
22 23 Pilot Study," by Jenifer R.
23 Lightdale, M.D., et al., from
24 24 Pediatrics, November 2001
2 (Pages2-5)
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Page 6 Page 8
1 EXHIBITS(Continued
2 NO. DESCRIPT(Ingl\Jnu ) PAGE 1 A. Correct.
3 Exhibit15 Excerptsfrom Ingtituteof 141 2 Q. You'renot an expert in neurology or
Medicine book entitled Clinical -
4 Practice Guideline We Can 3 cogni tion?
Trust, Robin Graham, et al., 4 A. No.
5 Editors N .
6 Exhibit 16 Articleentitled "Evaluating 187 5 Q. Doyou have any publications relating to
Patient-Centered Out i
7 Clirical Trialsof Procedural 6 mental health at all?
Sedation, Part 2, Safety: 7 A. Yes. | think somewhere back there there's
8 Sedation Consortium on . . . .
Endpoints and Procedures for 8 something about kids with IBD and going to college.
9 Treatment, Education, and ' H :
Rgﬁ;‘fﬁRec;nim';?d;?my by 9 That's, like, maybe ten years ago. | worked with a
10 Denham S. Ward, M.D., etdl., 10 fellow.
11 23{3’*““““3& Anclgesia 11 Q. Doyou have any expertise at al relating
12 Exhibit17 Articl titled "Risk Facti 199 i i i
il Morbirdi'tcyfaen” d'Treetm'em o ors, 12 to gender dysphoriaor gender identity?
13 Thrombosisin Children and 13  A. No.
dults With Acti . . .
u I atory Bowdl biseece.” by 14 Q. Haveyou ever diagnosed any patient with
Naamah L. Zitomer_skyj eta., 15 gender dysphon a?
15 from Journal of Pediatric
Gastroenterology and Nutrition, 16 A. No.
16 September 2013 ;
17 Extibit18 Aideentitled "TheDutch 214 17 Q. Haveyou ever treated a patient for
Protocol for Juvenile 18 anything who, to your knowledge, suffered from
18 Transsexuals: Origins and .
Evidence," by Michae! Biggs, 19 gender dysphoria?
19 from Journal of Sex & Marital 20 A. Yes.
Therapy, 2022 . .
20 21 Q. Butyour treatment had nothing to do with
2 ’ 22 the gender dysphoria?
gg 23 A. Correct.
24 24 Q. Allright. Do you consider yourself to be
Page 7 Page 9
1 PROCEEDINGS 1 anexpertin medica ethics?
2 JENIFER LIGHTDALE, M.D. 2 A. No.
3 awitness called for examination by counsel for the 3 Q. You've never taught acoursein medical
4 Defendants, having been satisfactorily identified by 4 ethics?
5 the production of her driver'slicense and being 5 A. No
6 first duly sworn by the Notary Public, was examined 6 Q. And other than abasic medica school
7 andtestified asfollows: 7 course, have you had any special training in medical
8 DIRECT EXAMINATION 8 ethics?
9 BY MR.BROOKS: 9 A. Yes Aspart of conducting research, you
10 Q. Dr. Lightdale, good morning. 10 haveto get trained in responsible conduct of
11 Let me start by making sure that | 11 research. So | have donethat.
12 understand the scope of the expertise that you're 12 Q. Youdidnot have any roleat all in the
13 bringing to the table. 13 development of the WPATH Standards of Care Version
14 You're not a psychiatrist, correct? 14 8, didyou?
15 A. | amnot apsychiatrist. 15 A. No.
16 Q. Nor apsychologist? 16 Q. Nor any version of the WPATH Standards of
17 A. No. 17 Care?
18 Q. Youdon't have any degreerelating to 18 A. No.
19 psychology? 19 Q. Andyouweren't, at any stage, invited to
20 A. No. 20 review or comment on adraft?
21 Q. You'renot an expert in adolescent 21  A. No
22 developmental psychology? 22 Q. Do you have any knowledge of who comprises
23 A. No. 23 the membership of WPATH?
24 Q. Orindeed adolescent anything, correct? 24 A. No.
3 (Pages6-9)
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Page 10 Page 12
1 Q. Do you have any knowledge of the process 1 follow the AGREE || methodology to actually develop
2 that was used to develop the WPATH SOC-8 other than 2 our guidelines.
3 the methodology web page you refer to in your expert 3 Q. Solet mehbreak that into two halves. |
4 report? 4 think what you first said is that AGREE I, what its
5 A. No. Just theweb page. 5 primary function isis a methodology to evaluate --
6 Q. Andyou'renot amember of the Endocrine 6 maybe "quality" is not the right word, but the
7 Society, correct? 7 quality of aset of clinical practice guidelines; is
8 A. No 8 that right?
9 Q. Anddoyouhaveany knowledge at al asto 9 A. Yesah. | wouldn't say "quality" isthe
10 the policies or procedures followed by any gender 10 right word. Itisaway tolook at how guidelines
11 clinicin Alabama? 11 aredeveloped and to really say that they met
12 A. No. 12 certain steps. And, you know, you can think of it
13 MR. BROOKS: Let me ask the reporter to 13 asastrategy, you can think of it asaframework,
14 mark as Exhibit 1 an article from 2022 with such a 14 andit'saway of assessing the guidelines.
15 long title, "Pediatric Endoscopy Quality Improvement 15 Q. Assessing them with -- for what purpose?
16 Network Quality Standards," and it goes on from 16 That is, areyou trying to find out their
17 there, of which Dr. Lightdale isthe first author. 17 reliability? You said "quality" isn't the right
18 (Document marked as Lightdale 18 word, but assessment towards what end?
19 Exhibit 1 for identification) 19 A. Sobasicdlyitis, inthe end they want to
20 Q. Dr. Lightdale, isthisin fact a paper of 20 appraise the guidelines and to say did they meet
21 which you are the lead author? 21 certain points of developing it.
22 A. Yes 22 Y ou know -- yeah.
23 Q. And canyou generally describe for the 23 Q. Butthe purposeisn't simply to award a
24 record what this paper is. 24 gold star. The purposeisto give clinicians some
Page 11 Page 13
1 A. Yes. Sothisisone of five documents that 1 comfort that these guidelines are reliable; am |
2 cameout of ajoint process of a society that | 2 correct?
3 actually currently am the president of, which isthe 3  A. Youknow, you can use AGREE Il and make a
4 North American Society of Pediatric GI, Hepatology 4 decision that you're not going to follow certain
5 and Nutrition, or NASPGHAN, with the European 5 steps. Soit'sredly just away of laying out what
6 Society of Pediatric Gastroenterology, Hepatology 6 areadl thedifferent thingsthat can go into
7 and Nutrition, which is ESPGHAN. And what wewere 7 building aguideline, and then you can look at a
8 doing for quite some time was working together to 8 guideline and say, Yup, they met X, Y and Z, but
9 come up with joint standards and also ways to 9 they decided nottodo A, B and C.
10 measure high-quality pediatric endoscopy. 10 Q. Okay. And ]| think then what you said was,
11 Q. Now, inthe abstract, in Column 1 of the 11 for your project, you decided to create a set of
12 first page of Exhibit 1, about two inches down into 12 guidelines with an eye already on the criteria set
13 the abstract, it states that this project "used the 13 forth by AGREE II, correct?
14 methodological strategy of the Appraisal of 14 A. Yeah. Wework asagroup -- again, I'm
15 Guidelinesfor Research and Evaluation," and it 15 working with Europeans here and alot of North
16 refersto AGREEII. 16 Americans, soit's ahuge group of people. And |
17 Canyou explain what AGREE Il is. 17 think for keeping us al on the same page, AGREE ||
18 A. Yes. SOAGREEII, in my words, when | talk | 18 gave us aframework to work in.
19 about it, isaframework or it's basically away 19 Q. Allright.
20 that you can decide that a guideline has been 20 MR. BROOKS: I'm going to ask the reporter
21 developed in amethodologically sound way. Andso |21 to mark as Exhibit 2 a document entitled "AGREE 1|
22 it'sbasically something you use, frankly, usually 22 Instrument" dated December 2017.
23 after thefact. Butin our case, we said, "Let's 23 (Document marked as Lightdale
24 start using it right away and say we're going to 24 Exhibit 2 for identification)

4 (Pages 10 - 13)
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Page 14 Page 16
1 Q. Andlet meask you first to take alook at 1 concept of you do it in agood way, yes.
2 thisand identify it for the record, if you can. 2 Q. Andwell talk more about what that means.
3 A. Sure. Thislookslike apdf of the AGREE 3 A, Okay.
4 11, what they call the Instrument. 4 Q. Inthe second paragraph, the last sentence
5 Q. Andexplainto me what the Instrument -- 5 says, "The quality of guidelines can be extremely
6 what the AGREE Instrument is. 6 variable and some often fall short of basic
7 A. Solcan'tsay I'm completely familiar with 7 standards."
8 thisexact, you know, document, but an instrument is 8 Do you see that language?
9 essentially atool you can use to apply something. 9 A. Yes
10 Sol presumeit's something to apply to AGREE II. 10 Q. Andisthat consistent with your own
11 Q. Anditsaysthat it's put out by The AGREE 11 observation in your professional life?
12 Next Steps Consortium. Isthat a group or aname 12 A. Yes
13 that means anything to you? 13 Q. Thatis, you have seen many documents that
14  A. Notexactly. Sol think AGREE issomething | 14 claim to be clinical practice guidelines that fall
15 | wasaware of. And then what was more important 15 short of basic standards?
16 for meisit was updated, and it's been updated 16  A. No, | wouldn't say that. | would say I've
17 now -- that'swhy it's now AGREE Il -- and this 17 been in thefield of medicine longer than guidelines
18 update was actually 2017. 18 have been around. And so you've watched an
19 And why that's relevant is this thing that 19 evolution in how guidelines come about, what we
20 we talked about before was actually started in, 20 actually areready to consider aclinical practice
21 like, 2018. So everybody wastalking about AGREE |1 21 guideline, if you will.
22 as, you know, away that used a framework. 22 And this -- again, there's been alot of
23 Q. Okay. Let meask youtoturnin this 23 evolution around this, but there's an effort to try
24 document -- and thisis unusual -- turn to Page 0, 24 to make sure that we have defined thisin some way.
Page 15 Page 17
1 if youwould. 1 Sothat -- which it wasn't. Like, in 2010 there was
2 A. Okay. IsitO0, like, right there? 2 redlly very little definition. Certainly in 2000
3 Q. No,it'snotthefirst page. Thefirst 3 therewas amost no definition.
4 page of text islabeled 0. 4 Q. Andareyou prepared to testify that, as of
5 A. Oh,lsee. Yougo past the Roman numerals? 5 today, that clinical practice guidelinesthat are
6 Okay. Got it. 6 being created recently are uniformly of good
7 Q. Andthere, inthefirst paragraph, this 7 quality?
8 document has alittle subsection headed "Purpose of 8 A. No. They're till not of uniform good
9 the AGREE Il Instrument." And that indicates that 9 quality. But I think they're being held to a
10 clinical practice guidelines are, quote, 10 different standard. Thereisnow a sense of one
11 "systematically developed statements to assist 11 needsto go into aguideline with a methodology
12 practitioner and patient decisions about appropriate 12 behind producing the guideline. And that wasn't the
13 health care for specific clinical circumstances.” 13 casefor many years. So...
14 Do you see that? 14 Q. Duringthose many years, on what basis were
15 A. Yes | do 15 quidelines created, if not using a systematic
16 Q. Andisit consistent with your 16 methodology?
17 understanding that the purpose of clinical practice 17 A. Soin--1mean, | wasin medical school
18 guidelinesisto assist practitioner and patient 18 from 1991 to 1995, and best practice was expert
19 decisions? 19 derived, like somebody said, "Here's the best way to
20 A. Yes 20 doit," and everyone said "Okay." And wereally --
21 Q. Andthat those are to be systematically 21 really that's not the way you decide what is
22 developed? 22 evidence, right? So the concept of evidence-based
23 A. I mean,yes. | think wewant good 23 medicineisreally 1995-ish.
24 guidelines. So systematically is, you know, the 24 Q. Look at thethird paragraph on this Page O.

5 (Pages 14 - 17)
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Page 18 Page 20
1 And the second sentence in that third paragraph 1 Il; am| correct?
2 reads, quote, "To that end, the AGREE instrument is 2 A. One, two, three, four, five, six, seven,
3 atool that assesses the methodological rigour and 3 eight, yes.
4 transparency in which aguideline is devel oped.” 4 Q. Okay. And one of those is whether
5 Do you understand the distinction being 5 systematic methods were used to search for evidence,
6 made between methodological rigour and transparency? 6 correct?
7 A. Yes 7 A. Canljust say, it'salittle bit
8 Q. Anddo you understand those to be two key 8 confusing, to be honest, because it's Number 8 to
9 aspects of an appropriate method of developing a 9 14, so my math tellsmeit'ssix. | don't know why
10 guideline? 10 thatis.
11 A. Sothere aretwo componentsthat need to be 11 Q. Itisbecause of the placethat it says
12 considered when developing aguideling, istheway | | 12 "New Item 9" iswhy. So the numbering is messed up.
13 think of it. 13  A. Okay. Okay.
14 Q. Those being rigour and transparency? 14 Q. | had miscounted myself for exactly the
15 A. Methodology, rigour -- | mean, you could 15 samereason.
16 put those two together, but you need a methodology | 16 But now we can put the numbering aside,
17 and you need transparency when you develop a 17 perhaps, and one of the criteria for Rigour of
18 guideline. 18 Development is Line 8, " Systematic methods were useg
19 Q. Allright. If welook on the second 19 to search for evidence,” correct?
20 page -- thisis a European document. | seethe 20 A. Yes
21 spelling, and they seem to have numbered their pages |21 Q. And one iswhether the criteriafor
22 like they number the floors on an elevator. 22 selecting the evidence were clearly described,
23 So if you look at the second page, numbered 23 right?
24 1, thereistable that says, "Comparison of the 24 A. Yes
Page 19 Page 21
1 Origina AGREE and AGREE |1 items." Do you see 1 Q. Lookingat 11, whether the -- not only the
2 that? 2 health benefits, but side effects and risks have
3 A. Yes 3 been considered in formulating the recommendations,
4 Q. Anddown alittle more than halfway through 4 right?
5 thetableisasection headed "Domain 3. Rigour of 5 A. Yes
6 Development." Do you seethat? 6 Q. Andwhether there -- Item 12, one of the
7 A. Uh-huh. 7 criteriaof rigour iswhether thereis an explicit
8 Q. Andunder that are, inthe "AGREE II" 8 link between the recommendations and the supporting
9 column, seven categories or itemsthat are 9 evidence. Do you seethat?
10 indicated. Do you seethat? 10 A. Yes
11  A. You'retakingin thiscolumn here 11 Q. Andlet me pause on that one for a moment.
12 (indicating)? 12 Why isit important that guidelines provide an
13 Q. Yes 13 explicit link between the recommendations and the
14  A. Okay. 14 supporting evidence?
15 Q. Justtakeamoment and look at it. You'll 15 A. | mean, thelink might be that thereisno
16 seethat thefirst columnis"Origina AGREE Item," |16 evidence.
17 and the second isthe revised AGREE |1 set of 17 So | guessI'm -- for me, these are all,
18 criteria, right? 18 frankly, abit subjective, but you want to be able
19 A. Yes 19 to connect what you're saying as recommendations to
20 Q. Soback to where wewere. "Rigour of 20 what we know or don't know.
21 Development" under the AGREE Il column thereare |21 So that is totally reasonable, to say
22 seven specific items under the -- pardon me. I'm 22 there'san explicit link, and the link is simply
23 turning over the page. There are eight specific 23 that thereisno evidence. That'sthe oneissue. |
24 items under the "Rigour of Development” for AGREE | 24 mean, there's lots of issues everybody has with all

6 (Pages 18 - 21)
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Page 22 Page 24
1 of these things, by the way. 1 A. Yes Butwewere, inour guideling,
2 But, yes, you need to be able to say what 2 definitely dealing with alot that had no evidence
3 recommendations you're making and what evidence 3 behind it.
4 you'reusing or lack of evidence you're using to 4 So for us these are very -- you know,
5 support that recommendation. 5 you're sort of doing your best to say, "Okay, here's
6 Q. Andintheinterests of transparency, you 6 the framework we're trying to work in and how do we
7 need to not only be able to say that, but you need 7 work when there's not much evidence."
8 tosayit; am| correct? 8 So what | don't like about Number 12, if
9 MS. LEVI: Object asto form. 9 you want to focus on that, is this concept of
10 A. Yeah, | mean -- sothese are, like -- these 10 explicity and supporting evidence where, what if
11 arethingsthat they have said, "Gee, it'snice if 11 thereisno explicit link, and what if there's no
12 wecando al of this," and you want to be able to 12 supporting evidence.
13 say, inaguideline, did they do something. But | 13 You still could meet the AGREE 11 criteria.
14 think there's still alot of -- you need to sort of 14 You still could explain how you came to your
15 not be able to make such a stand, like, onedominant | 15 recommendation.
16 statement that there hasto be alink between -- 16 Q. If youturnto Page Number 2 in the
17 well, | guess-- I'm not alawyer. 17 document, there's, towards the bottom, "Domain 6.
18 What | guess what I'm worrying about is 18 Editoria Independence." And thefirst item there,
19 that one doesn't need to be able to say there's 19 Number 22, isalittle differently phrased between
20 supporting evidence. So the whole thing about 20 AGREE and AGREE 1.
21 guidelines and where AGREE sort of goesalittlebit | 21 The AGREE |1 statement from 2017 says,
22 wrong isthat the answer isthat part of guidelines 22 quote, "The views of the funding body have not
23 isadsoidentifying big gaps and where we need more | 23 influenced the content of the guideline,” close
24 evidence. 24 quote.
Page 23 Page 25
1 And soif part of aguidelineisto say we 1 Do you consider that to be an important
2 don't have any evidence, then how does one make a 2 criteriafor the reliability of aguideline?
3 link between that and a recommendation? 3 A Yeah
4 And you may still need a recommendation. 4 Q. Why?
5 Sothat's the other thing is, you come up with these 5 A. Wadl, I think there's -- the way I've
6 questionsthat you need to be able to answer, and so 6 awaysread this, at least, is -- and it was sort of
7 sometimesthereis no evidence there. So... 7 noticeable that you had this change from 22, like
8 Q. Yousaidinyour answer, "I'm not a 8 from the original oneto 2017. But | think what we
9 lawyer," and -- 9 getinto isyou have external groups that would like
10 A. No, I'mnot. 10 aguideline on something, and they offer to pay.
11 Q. --justtobeclear -- 11 And so what's sort of noticeableis they
12 A. Sononeof uslovesthis stuff that's, 12 went from "editorially independent” into the views
13 like, so specific. But, yes. 13 of it haven't influenced, which is-- | don't know,
14 Q. Butjustto beclear, thisisalso not a 14 you were sort of -- and | think there has been some
15 legal document. 15 trying to understand.
16 A. Right. 16 But there isworry that there's groups that
17 Q. AndI'm asking questions precisely to 17 arefunding guidelines that would like them to take
18 understand kind of the boundaries of how you as a 18 acertain direction. And soit'sjust important to
19 practitioner understand the document. 19 make sure that whoever is funding the guideline
20 A. Okay. 20 isn't actualy influencing it, that they're kept
21 Q. Andit'sindeed how you understood it when 21 totally out of the loop.
22 you were embarked on the project wejust looked at, |22 Q. Let meask you to turn to Page Number 20.
23 where you attempted to be guided by the AGREE I 23 Actually, let me back up for amoment here.
24 criteria, correct? 24 | should show you the context of what we'rein. If

7 (Pages 22 - 25)
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Page 26 Page 28
1 you back up to Page 6, you'll see aheading that 1 A. Oh,the NASPGHAN.
2 says"User'sManua." And the next page says 2 Q. NASPGHAN, there we go.
3 "User'sManua: Instructions for Using the AGREE 3 How many projectsinvolved with developing
4 11" 4 clinical practice guidelines have you been
5 Now, whether or not in this form, do you 5 personaly involved in in your professional career?
6 believethat you have seen an official set of 6 A. Anumber. | don't know, actualy.
7 instructions for how to apply the AGREE 11 7 Q. Andineach one of those, there'sbeen a
8 Instrument? 8 methodologist involved you relied on?
9 A. So--thisprobably isthe most I've ever 9 A. No
10 redly looked at it. 10 Q. How didyou go about it in acasein which
11 Q. Butyou'veseenit before, you think? 11 there was not a methodol ogist involved, since you
12 A. I'vefollowed a methodologist who probably 12 don't consider yourself to be a methodologist, a
13 wasusing it. 13 methodology expert?
14 Q. Okay. Youdon't consider yourself is 14 A. Sol'vebeeninvolved with guidelines since
15 methodologist? 15 2005, maybe was the first onethat | got involved
16  A. I'mnot amethodologist. 16 with, and there were no methodologists at that time.
17 Q. Canyou describe -- when you distinguish 17 So, you know, it's a new concept, that you would
18 yourself from amethodologist, what isthe expertise | 18 bring somebody in who doesn't know the content but
19 of amethodologist that you relied on in the course 19 simply isan expert in the methodologies.
20 of your own projects relating to developing 20 Q. Okay.
21 guidelines? 21 At any rate, if you turn to Page 20 now of
22  A. Sothe methodologist guides the process, 22 the document, and indeed flip through whatever pages
23 and they're making suggestions about what 23 vyoulike, and | think you will see that kind of item
24 methodologies to be used. 24 by item from the table we looked at earlier, there
Page 27 Page 29
1 Q. Inthat context, isamethodologist 1 are headings and aranking table from 1 to 7, and
2 somebody who has special expertise in the process 2 then adiscussion of how you would arrive at your
3 for developing guidelines? 3 ranking. Am | describing it fairly?
4 A. So, for me, amethodologist is someone 4 A. Yes
5 who'sready to say that they have delved into this 5 Q. Andareyou on numbered Page 20 now?
6 and really worked on it. Some people have taken 6 A. Yes
7 courses. Some people haven't. There'sno, like, 7 Q. Thisisunder the heading "Rigour of
8 degreein methodology that | know of. 8 Development,” and the Subpoint 7, " Systematic
9 Q. Sowhenyou say "delved into this," | think 9 methods were used to search for evidence."
10 you were gesturing, like, the details of the AGREE 10 Andisit consistent with your
11 Instrument, correct? 11 understanding that, at least in concept, a user who
12 A. Into, yes, the very specific words. 12 wantsto use the AGREE Il instrument to evaluate a
13 Q. Andthat'snotyou. You didn't go and 13 set of clinical practice guidelines would be -- is
14 consult the document step by step -- 14 essentialy asked by the AGREE Il instrument to go
15 A. No. 15 through each one of these items and assign arating
16 Q. --asyouwent? 16 between 1 and 7?
17 A. No. 17 MS. LEVI: I'm going to just let you know,
18 Q. Youwould tak to amethodologist? 18 you can take the time that you need to --
19 A. Yes 19 THE WITNESS: Look at what's happening
20 Q. Okay. Thendl I candoisask for your 20 here.
21 understanding as aresult of having done that on 21 MR. BROOKS: Absolutely.
22 the-- how did you pronounce that bunch of letters? 22 MS. LEVI: -- look at this before you answer
23  A. PENnQUuIN. 23 the question.
24 Q. No, the organization -- 24 THE WITNESS: Yeah. | was sort of
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Page 30
looking --

MS. LEVI: Hip through the document. Take
whatever time you need to familiarize yourself.

THE WITNESS: | appreciate that.

MS. LEVI: Yeah. Of course.

A. Okay. So ask the question and let me see
if I can understand what I'm looking at to answer
it, maybe.

Q. You earlier described the kind of primary
function of AGREE |l as atool to evaluate a set of
guidelines after it's been created?

A. Yes.

Q. And you mentioned that your team on the
NASPGHAN project had said, "Well, let's keep those
criteriain view aswe do it, rather than only
afterwards," right?

A. Yeah. And actualy, | will say -- it was
on Page 0. It saysit provides a methodological
strategy for the development of guidelines. So
that's the way we chose to use AGREE I1.

Q. Perfect. And my questionis, aswe look at
Page 20, or indeed a number of pages here, isit
consistent with your understanding that thisis
designed for auser who is attempting to evaluate a
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Page 32
provided including search terms used, sources
consulted, and dates of the literature covered."

Do you see that?

A. Yes

Q. And isthat something that your team did
when you published your NASPGHAN guidelines?

A. Yes

Q. Andwhy did you consider that to be
important information to disclose to the user
community?

MS. LEVI: Object asto form.

A. Right. Sol think one needs to make sure,
when you develop a guideline, that you explain how
you searched for evidence.

I will tell you, what stood out to me
immediately in this sentenceis| think there's
supposed to be acomma after "provided." So these
arejust -- | mean, lots of people have lots of
different ways of searching for evidence, so there's
lots of ways you could explain what you did.

Andif you're goingto do A -- there'sa
lot of "mays" in the rest of this paragraph, but if
you are going to do some sort of electronic
searching, then, yes, you're going to use very
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set of guidelines to, on a point-by-point basis,
assign arating, a strength rating between 1 and 7,
and there is discussion that tells you how to go
about deciding that strength rating?

A. What | will say, looking at it, obviously
again, and remembering working with it, is one needs
to Likert scale -- so you're giving arating -- and
then they're attempting to at least give you how you
want to think about that Likert scale; so, you know,
what you should look at and how to rate it and, you
know, what you're considering. And then honestly,
in the end, you're going to use your best gut -- you
know, your judgment on where you're going to rank
them between 1 and 7.

Q. Sol think I'm learning a fancy technical
term for rating something between 1 and 7.
Likert --

A. Likert scale.

Q. Hegetscredit for that, huh?

The beginning of the discussion under

"User's Manual Description" on Page 20, and we'rein
Subheading 7, " Systematic methods were used to
search for evidence," the text reads, "Details of
the strategy used to search for evidence should be
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specific search terms.

It's possible you don't have an electronic
database of what you're looking for, so you'd still
be able to explain that. The important thing isto
explain what strategy you used to search for
evidence.

Q. And have you made any effort to determine
whether, in connection with the SOC-8 guidelines,
WPATH disclosed search terms or information
sufficient to replicate the searches done?

A. Havel made efforts? Can you explain what
you mean by that. | read the website.

Q. Do you know whether WPATH, in connection
with SOC-8, disclosed search terms or other
information sufficient to replicate the searches
they did for evidence?

A. Sol read the website. | haven't, like --
and then I'm trying to remember it. But | have
memory that they explained how they went looking for
their evidence, and also they had moments when they
knew there wasn't evidence. So they were making
decisions aong the way of what to do if there was
nothing in the literature.

Q. Do you know whether WPATH, in connection
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Page 34
with SOC-8, disclosed search terms used?

A. Sol don't know.

Q. And do you know whether they disclosed
enough information of any type to replicate searches
that they did for relevant evidence?

A. My memory isthat it was atransparent,
rigorous process, where they explained how they
searched for evidence. | don't remember looking or
understanding if they had specified the search terms
on the website, is the truth. | don't remember that.
But they explained how they did systematic
literature reviews, in my memory.

Q. The second sentence reads, " Sources may
include electronic databases," and then it lists
some examples, "databases of systematic reviews," it
lists the example of the Cochrane Library and DARE,
"handsearching journals," and it proceeds.

Then it says, in the final sentence, "The
search strategy should be as comprehensive as
possible and executed in a manner free from
potential biases and sufficiently detailed to be
replicated.”

And, again, | want to ask you whether you
know whether, in any context relating to SOC-8,

Page 36
Page 21, and this, till under "Rigour of

Development,” isanew criteriathat states, quote,
"The criteriafor selecting the evidence are clearly
described," close quote.

And there the first sentence reads, quote,
"Criteriafor including/excluding evidence
identified by the search should be provided. These
criteria should be explicitly described and reasons
for including and excluding evidence should be
clearly stated.”

Do you have any knowledge as to whether, in
connection with any aspect of SOC-8, WPATH disclosed
the criteriait used for including or excluding
evidence?

A. We'renot looking at the website, but my
only memory isthat it seemed like avery reasonable
thing that they explained as to how they did their
search, including the inclusion/exclusion criteria.

Q. Do you have any recollection that they
provided any inclusion or exclusion criteria?

A. Sol know, or my memory -- and, again, this
is, for me, common in pediatrics and even common in
what | did -- that they felt there weren't many
randomized controlled trials. So they were not
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WPATH disclosed how it conducted its searches with

sufficient detail to be replicated.

A. My memory of the websiteis they explained
that they did detail -- you know, they did a
systematic literature search and that they explained
how they came up with their evidence. But beyond
that, | don't know. | didn't look.

Q. Youwould agree with me, would you not,
that telling the world that you did a systematic
search isavery different thing from describing
with enough detail to be replicated?

A. Not per se. | think -- you want to explain
how you did your search, and ideally somebody can go
and do the search and feel that you found the same
evidence, but | think -- you know, what is that?
What is sufficiently detailed?

To me, again, there'salot still that's
very sort of, you know, subjective. And that iswhy
I think, in the end, this description is giving us
how to do this. But you're -- in the end, ther€'sa
Likert scaling, and you're going to use your best
judgment on whether somebody did something in a
sufficiently detailed way.

Q. Let meask you to look at the next page,
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going to be limiting things to just randomized
controlled trials.

And then | think this concept of excluding
articles not written in English, that's pretty
common for all of usto sort of struggle with, like,
at what point do you want articles written in other
languages, or do you just limit it to English-
speaking publications.

MR. BROOKS: Let me ask the reporter to
mark as Exhibit 3 a printout of aweb page from the
WPATH website that says -- that's entitled
"methodology for the development of soc8."

(Document marked as Lightdale
Exhibit 3 for identification)

Q. Obviously I'm showing you paper rather than
the screen.

A. | appreciate that.

Q. Didyou, infact -- well, let me ask firgt,
would you look through this and see whether this
appears to be a printout of the WPATH methodol ogy
web page that you mentioned a moment ago.

A. Yes, inthe sensethat it looks really
different. | think that on the web you see these
sort of -- these pictures, like atic-tac-toe box.
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Page 40

1 Q. Youdo. Butlet'sfocuson the text and 1 associated text, to evaluate any disclosures that

2 seewhether -- if you keep going, you'll get to 2 may have been made in the guideline itself?

3 text. 3 A. Ididn'tlook at the SO -- | didn't look at

4 A. Okay. Yes. 4 the guideline.

5 Q. "Yes'" thislookslike what you recall 5 Q. Okay.

6 looking at? 6 If you turn in the AGREE Il document,

7 A. Yeah 7 Exhibit 2, | think that was --

8 Q. Andhow long did you spend -- well, did you 8 A. Yeah

9 print this out and study it on paper? 9 MS. LEVI: Takeyour time.
10 A. No. 10 Q. --toPage?22, at the beginning -- now
11 Q. Youjustlooked at it on the screen? 11 we're under a new heading here, quote, "The
12 A. Yes 12 strengths and limitations of the body of evidence
13 Q. Andfor about how long did you study that 13 areclearly described," close quote.
14 onthe screen? 14 And the first sentence there under "User's
15 A. | mean, you had to open up each of those 15 Manual Description” reads, " Statements highlighting
16 boxesand sort of look at things, but probably an 16 the strengths and limitations of the evidence should
17 hour maximum. 17 beprovided." And then it continues, "This ought to
18 Q. Okay. Would you point meto anything in 18 include explicit descriptions - using informal or
19 thisWPATH web page methodology that either 19 formal tools/methods - to assess and describe the
20 discloses or talks about disclosing criteriafor 20 risk of biasfor individual studies and/or for
21 inclusion or exclusion of evidence. 21 gspecific outcomes and/or explicit commentary of the
22 A. Okay. Solet metake aminuteto see. 22 body of evidence aggregated across all studies.”
23 Q. Takeyour time. 23 Do you see that?
24  A. (Reviewing document) Yeah, no. So 24 A. Yes

Page 39 Page 41

1 basically what they are saying -- it'sright hereis 1 Q. Canyou describefor mewhat is meant,

2 wherethey'rerealy talking about their systematic 2 within medical science, by risk of bias associated

3 review. 3 with astudy?

4 Q. Yourelooking at page numbered, in the 4 A. Soadll studies have some biasin them --

5 lower right-hand corner, 6 out of 10? 5 that'swhat you learn in the responsible conduct of

6 A. Yes 6 research training -- and it isimportant to consider

7 Q. And24.2? 7 studiesthat way.

8 A. 24--its24.1and2.4.2. 8 And in this case they're saying -- they're

9 Q. Allright. And my questionis, wherein 9 asking -- this particular item on the AGREE |1
10 thisdocument does it discuss criteriafor inclusion 10 framework says, when you did your process of looking
11 and exclusion of studies? 11 at the evidence, that you have come up with some way
12 A. Yeah. Soitlookslikewhat they did was 12 of assessing biasin each study that you looked at.
13 they went through a prior guideline, and they were 13 Q. Ithink inthat answer, and thereforein
14 identifying what needed to be updated and then what 14 thefield, you use "bias' in away that perhapsisa
15 needed new recommendations and where were systematic | 15  little different from the layman's understanding of
16 reviewsrequired. And they basically then moveinto 16 "bias." Can| ask you to explain what you meant by
17 moreof, like, a GRADE process, if you will, where 17 "bias" in that answer.
18 they're specifying the population, et cetera, PICO 18 A. Wadll, | mean, "bias' isabig word, and
19 questions. 19 it's not something | personally -- I mean, | just
20 And | do not seein this piece of text that 20 walk around with my own head -- where we al have
21 they talk inclusion/exclusion criteria. They say 21 unconscious ways of thinking about things. And then
22 they conduct their systematic reviews. 22 sometimes, especially in medicine, there can be very
23 Q. Didyou, yourself, study any portion of the 23 explicitly conscious bias where you really hope
24 Standard of Care 8 itself, recommendations and 24 something works.
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Page 42
So you have to be looking at a study to

understand whether it was designed in away to
ideally account for the fact that there's bias.

And then when you write a guideline, you're
going to be thinking about -- or you're trying to
assess evidence, assess a study, you're trying to
say, "Okay, how would | rate this bias and/or think
about this bias?'

And, again, for AGREE, bringing it back to
this, you would want to have away that you went
through your evidence and you said, every study,
"Okay, thisiswhat | found, but what was the risk
of biasin the study?"

So there are usually worksheets you're
working through as you look through every piece of
evidence, or something like that, that lets you
systematically say what the biasis.

Q. Andinthiscontext, biasisn't limited to
situationsin which -- isn't limited to the issue of
humans who are involved wanting one result or
another; it can also include an experimental design
that just skews results, can it not?

A. Biascan, yeah, bealot of different
things.
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it?

A. (Reviewing document) Well, | mean, what |
can tell you isthat they presented evidence tables,
so | would need to understand what's in the evidence
table. But presumably part of the evidence tableis
how strong was the evidence, and bias takes away
from strength.

Q. Sodoyou have an understanding of what an
evidencetableis?

A. | mean, inthe abstract. Like, tablescan
look lots of different ways.

Q. But explain to mein the abstract what an
evidencetableis.

A. So, evidencetables -- and actually, |
think somewhere | just read they've been commenting
on this-- they can look lots of different ways.

But it'saway of explaining what you looked at that
you're saying is your evidence for what you're going
to make a statement about.

Q. Anddid your NASPGHAN team publish, make
available to the user community, evidence tables
relating to those guidelines?

A. Soweput alot of appendiceson. So we
filled out alot of different worksheets as we read
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Q. It doesn't necessarily imply any conscious
intent on the part of the people involved in the
experiment?

A. Yes. Biascan be both, | mean, conscious
and unconscious. It can happen accidentally,
systematic bias, built in.

Q. You can have an experimental structure
which resultsin false positives, and that would
create arisk of bias?

A. Or fase negatives.

Q. Or false negatives.

A. Absolutely.

Q. Okay. I just wanted to make sure we didn't
misunderstand it as alayman might ordinarily
understand "bias."

A. Okay.

Q. Do you know whether, in connection with any
of the recommendationsin SOC-8, WPATH disclosed or
provided any description of risk of bias of studies
that it relied on?

A. | didn't look at the guideline, so | can't
comment on that.

Q. And nothing in the methodology web page
that you looked at told you about that either, did
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every paper. | mean, everybody was assighed

different things to read, and then you had to sort
of start to build it up and put it more and more
synthesized together.

So, yes, along the way there are different
tables that give evidence for each recommendation.

Q. Thingsthat, to your mind, fall within the
general description of evidence tables?

A. Again, evidencetables are -- it's kind of
avague concept in the sense that there are so many
different ways you can lay out what your evidence
is. But, yes.

Q. And I'm not asking about a specific format.

A. Yeah
Q. | think you've described the flexibility of
that.

Do you have any knowledge -- why isit
important, putting aside format, to publish, to make
available to the user community evidence tables
presenting the evidence that you -- that underlie
your guidelines?

A. Waéll, I mean, | think it isimportant, when
you put out -- again, this may be where we are now
in 2024, but when you put out a recommendation on
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how to practice medicine, you want to be able to say

that your recommendation is backed up by
different -- you know, ideally different studies or
at least different findings that would make up your
recommendations. So...

Q. Isit asoimportant to do that to enable
other members of the medical, scientific community
to evaluate whether they agree or disagree with your
treatment of the evidence?

A. Yeah. | think that's part of the
transparency piece of guidelines.

Q. And do you have any knowledge at all asto
whether, in connection with SOC-8, WPATH publisheq
anything that could be described as evidence tables?

A. | don't know. | don't know.

Q. Turnwith me, if you would, to Page 38.

And thisis under heading "Editorial Independence.”
Thisisthe language we looked at earlier. Thereit
says, Item 22, "The views of the funding body have
not influenced the content of the guideline.”

And it says, at the end of the first
paragraph there, quote, "There should be an explicit
statement that the views or interests of the funding
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Page 48
Q. Afinancia interest?

A. Yeah, sure. That'sabetter word.
Q. | think that term gets used in various of
the documents.

Do you have aview asto whether it is, in
fact, important, asit says herein thisfirst
paragraph, that, quote, "there should an explicit
statement that the views or interests of the funding
body have not influence the final recommendations'?
And you commented earlier that that language had
changed.

A. Yeah

Q. Sowhat's going on there?

A. Ithaschanged. And | think that -- by the
way, thisis, again -- these are things you might
fill out thisand -- you know, every guideline has
somebody -- usually, by the way, it's a group of
people that are going to use this Likert scale and
then come to consensus around the Likert scale. So
there's, you know, even consensus building around,
okay, where do we fedl.

But | think that there has been, as
guidelines have become more and more important,
there has been more pharmaceutical money in the mix,
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close quote.
Do you seethat?
A. Yes

Q. Who funded your NASPGHAN guideline project?

A. It wasmostly sweat equity, alot of
volunteer effort. But there was alittle bit of
funding from both societies.

Q. Andinthe case wherethereis external
funding, do you consider it important -- an
important aspect of transparency to disclose
interests of the funding body?

A. Sol think it would depend exactly what the
externa funding is. So -- you know, I'm just
looking at thislist, and some of these | would want
to know are -- you know, are very appropriately
disclosed, and some -- | don't know if it's as
important. So... "Pharmaceutical companies' isthe
one that stands out in that list.

Q. Andwhy isthat?

A. | think a pharmaceutical company has a --
I'm going to use aword | shouldn't use -- vested
interest, | think that's the right word, but they
have money at stake depending on how a guideline
goes.
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and it has become important to make a statement,

intriguingly not that you don't have a
pharmaceutical company funding you -- thisimplies
you could have a pharmaceutical company funding you,
but you should explicitly state that that
pharmaceutical company did not influence the final
recommendations, which has been an odd thing the
wholetime. Like, looking at it, you're like, "Who
would let a pharmaceutical company influence your
final recommendations?' But anyway, | guess you
need to be able to do that.

Q. You think such athing has never happened?

A. They'dliketo, but...

Q. Do you believe that the language was
changed to require an explicit statement -- these
aren't requirements -- to call for an explicit
statement precisely to force the participants to
focus on ensuring that there is no influence from
the funding body?

A. Intriguingly, no, actualy. | think what
this was saying, and what AGREE || seemsto have
done, is allow for pharmaceutical companiesto be
involved in guideline development, or at least to
fund them. Aslong asyou write a statement and

13 (Pages 46 - 49)

Veritext Legal Solutions

877-373-3660

800.808.4958



Case 2:22-cv-00184-LCB-CWB Document 564-26

Filed 05/28/24 Page 15 of 58

CONFIDENTIAL

©O© 00 ~NO O WNP

NNNNRNRPRRRRRRRRR R
EWONRPOQOWONOUODMWNIERERO

Page 50
disclose that they're involved, it's saying, Okay,
you can say that -- you know, that seems to be okay.

Soit'samost alowing for this, as
opposed to before -- or whatever. | think before,
none of uswould have thought that this could be
happening, but... Sowe've moved into, "Well, just
make a disclosure statement about it."

Q. Wadl, it'snot just adisclosure-- only a
disclosure statement, isit, Dr. Lightdale? It
callsfor an explicit statement that views and
interests of the funding body have not influenced
the final recommendation, correct?

A. It'scalingfor that. It'ssaying you
should make that statement.

Q. And that goes beyond disclosure of who the
funder is?

A. | mean, it's saying "the funding body." So
this particular statement is the funding body,
right, that they're asking for.

Q. Let meask you toturn to Page 41, whichis
headed "Overall Guideline Assessment."

A. Yes

Q. And thissimply asksthe rater, having
completed everything else, to rate the overall
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isacopy of the report you submitted in this case.

A. Yeah

Q. If youwould turn to Paragraph 26.

Let me ask you aquick question. Have you
served as an expert witness before this case?

A. Onacoupleof occasions. Not acaselike
this, but, yes.

Q. Allright. And did anybody assist youin
preparing your actual written report?

A. No.

Q. Let metake you to Paragraph 26, and there
you explain what GRADE is, all caps, G-R-A-D-E.
We'll talk about that a certain amount. And you
state that GRADE "is currently the most commonly
used system for classifying evidence and the
strength of recommendations.”

Do you see that?

A. Yes

Q. Andwhat isthe basisfor your assertionin
your expert report that GRADE is the most commonly
used system for classifying evidence?

A. Just gut instinct, like what you're hearing
everyone talking about.

Q. Isthereany close competition, or is GRADE
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quality of this guideline, again from a scale of 1

to 7, which you referred to as a Likert scale.

But then it does something else, and it has
athree-level statement. It begins, "l would
recommend this guideline for use," and then the
answers provided are "Yes," "Yes, with
modifications," and "No."

Do you see that?

A. Yes

Q. And do you have an understanding of what a
rating of "No" by arater is supposed to signify?

A. 1think so. | mean --

Q. What isit?

A. --itwould mean that the rater does not
think the guideline should be -- it'sin their
opinion that the guideline shouldn't be recommended
for use. It'sletting you say that as an assessor.

MR. BROOKS: All right. Let meask the
reporter to mark as Exhibit 4 the Expert Rebuttal
Declaration of Dr. Jenifer Lightdale.

(Document marked as Lightdale
Exhibit 4 for identification)

Q. Andherelet me-- Dr. Lightdale, if you

would just take alook at this and confirm that this
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really by far the leading methodology used to rate

the strength of evidence today?

A. 1 would say it'sthe main way that people
areusing -- or at least that people fedl like they
can say are using the GRADE process. They'll ask if
you're following that.

Q. Let meask you to find Exhibit 1 again.
That isthe NASPGHAN paper.

And in this paper we looked at your
reference to AGREE there, but in the course of this
work -- | don't mean to make a memory test -- if you
turn to Page 32, there's a discussion of your team's
use of GRADE, aswell asthe AGREE, towards the
bottom of the first column.
So am | correct that, in your most recent

project to develop clinical practice guidelines,
your team used the GRADE system to rate the quality
of the evidence you found?

A. Yes. That's how we choseto rate evidence.

Q. Andyou, infact, used the GRADE rating
system at two stages; am | correct? That is, first
you used it -- I'm looking about an inch and a half
from the bottom of the first column on 32 -- first
used it "to assess the quality of evidence (‘very
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Page 54 Page 56
1 low, 'low,' "moderate," or 'high)," and then afew 1 to make one objection, and clear to you, that in
2 linesdown it says, "The GRADE approach was then 2 answering the questions, you are instructed not to
3 used to determine the strength of recommendations as 3 disclose any conversations you've had with counsel.
4 ‘'strong' [or] 'conditional,"™ correct? 4 THE WITNESS: Okay. Okay.
5 A. Yes 5 MS. LEVI: Hisquestions aren't directed
6 Q. SoGRADE provides means of rating both the 6 towardsthat.
7 strength of evidence and the strength of 7 MR. BROOKS: That iscorrect. | feel
8 recommendations, right? 8 strongly on that point.
9 A. Yes Youcanuseit that way, yes. 9 Q. Waell, sinceyou didn't know it existed, |
10 Q. Andyour team did useit that way? 10 was going to ask why did you choose simply to rely
11  A. Right. 11 on the web page rather than the appendix that is
12 MR. BROOKS: Okay. Let me ask the reporter 12 more detailed, but the answer is, you didn't know
13 to mark as Exhibit 5 excerpts -- an excerpt from the 13 the appendix existed?
14 WPATH SOC-8, which is appendices, including Appendix |14  A. Waéll, | don't remember knowing about that.
15 8titled "Methodology." 15 But | will tell you, | mostly stuck with what was
16 (Document marked as Lightdale 16 described -- | was asked, | got a phone call and was
17 Exhibit 5 for identification) 17 asked, could | look at this and make comments, and |
18 Q. Dr. Lightdale, I've got the cover page -- 18 made some comments based on the web page. So...
19 SOC-8itself isavery long document, and | have not 19 Q. Okay. Let mecall your attention to Page
20 put the wholething in front of you. You will see 20 250 in the methodology appendix that's Exhibit 5,
21 the cover page, the table of contents, and then, 21 and there's a short paragraph headed "Grading of the
22 beginning at Page S247, "Appendix A, Methodology." 22 evidence."
23 A. Okay. 23 A. Okay.
24 Q. Andmy first question for youis-- let me 24 Q. Andthat states, quote, "The Evidence
Page 55 Page 57
1 ask you to flip through that Appendix A, whichis 1 Review Team assigned evidence grades using the GRADE
2 perhaps six pageslong, and ask whether you think 2 methodology. The strength of the evidence was
3 you have ever seen this document before. 3 obtained using predefined critical outcomes for each
4  A. Okay. I'll just flip throughiit. | have 4 question and by assessing the limitations to
5 not looked at it before. 5 individual study qualities/risk of bias,
6 Q. Okay. 6 consistency, directness, precision, and reporting
7 A. lwill needtolook at it if we're going to 7 bias"
8 dtart talking about it. 8 Do you see that?
9 MS. LEVI: Take the time you need to look 9 A. Yes
10 atit. 10 Q. Do you have any knowledge as to whether, in
11 THE WITNESS:. Okay. Okay. 11 fact, anybody within the SOC-8 team ever assigned
12 Q. Let meask you -- 12 evidence gradesto any evidence using the GRADE
13  A. | don'twant to start to speed read. 13 methodology?
14 Q. No, that would be ill-advised. 14  A. No. All |l haveistheir instructions.
15 But first, let me ask you this: Did you 15 Q. If theteam told the world, in the
16 know that SOC-8 had a methodology appendix aspart | 16 published appendix, that they assigned evidence
17 of the published standard of care? 17 grades using the GRADE methodology, and in fact they
18 A. No. 18 did not do so, you, as a person with expertisein
19 Q. When you were asked to prepare your report, 19 developing clinical practice guidelines, would
20 somebody directed you to the methodology web page | 20 consider that to be quite problematical, would you
21 but not to the methodology appendix? 21 not?
22 A. I 'mean, | wasintheweb page. I'm, like, 22 MS. LEVI: Object asto form.
23 going through different -- 23 A. I'masofedling like-- can you repeat the
24 MS. LEVI: AndI'mjust going to -- | want 24 question, because I'm trying to focus on what you're

15 (Pages 54 - 57)

Veritext Legal Solutions

877-373-3660

800.808.4958



Case 2:22-cv-00184-LCB-CWB Document 564-26

Filed 05/28/24 Page 17 of 58

CONFIDENTIAL

©O© 00 ~NO O WN P

el e Al el
© 0o ~NOUAWNRPO

Page 58

asking.

Q. If the SOC development team told the world,
in their methodology appendix, that they assigned
evidence grades using the GRADE methodology and in
fact it did not do so, that would cause you serious
concern as somebody with experience in developing
and using clinical practice guidelines, would it
not?

A. So as someone who has experience, | can
tell you that the GRADE methodology can be applied
in different ways. So | would have to understand
more why someone istelling me that it wasn't done,
because there are so many waysto useit. So...

Q. My questionis asimple and a hypothetical
one.

A. Okay.

Q. If they told the world, "We assigned
evidence grades using the GRADE methodology," and
they simply did not do so, that would cause you

© 0O ~NO O WNPRP

10
11
12
13
14
15
16
17
18
19

Page 60
specifically set out in the GRADE system, correct?

A. Not per se. There's actualy afair amount
of ways that you can make decisions yourself about
how you are going to grade evidence. So -- and then
the strength of recommendations.

And for instance -- and I'm not, frankly,
looking at what you've given me. But, you know, how
are you going to decide something is of high
quality? How many -- how are you going to decide
some of this stuff?

And so even the process of putting together
aguidelineis acertain amount of consensus about
how you're going to use GRADE methodology. So |
don't think it's black and white. It's a process
you go through.

Q. Isityour testimony, Dr. Lightdale, that
the GRADE system does not provide black-and-white
definitions, textual definitions of very low, low,
medium and high quality evidence?

20 serious concern, would it not? 20 A. ltgivesyou that way of ranking your
21 MS. LEVI: Object asto form. 21 evidence. Butinterms of what doesit mean to be
22 A. | would be mystified why they would do 22 high quality, that can also be, like, decided along
23 that. 23 theway of what we're going to decide is high
24 Q. Youwouldn't go sofar as saying it would 24 quality evidence. So that isnot ahighly -- that's
Page 59 Page 61
1 concern you? 1 not afirmly defined thing, high quality evidence.
2  A. Honestly, I'd be more concerned with 2 Q. Asyousit heretoday, you don't recall the
3 somebody trying to say that it didn't happen and to 3 precisely defined meaning of high quality evidence
4 say, "Well, why do you think it didn't happen?" 4 from GRADE?
5 Again, there are so many ways to take GRADE and then 5 A. |think GRADE talks about what can be high
6 putitinto usein the sense of -- | mean, 6 qudlity evidence, but there are also things that
7 there's-- whatever. You're using GRADE methodol ogy 7 they know & so can be high quality evidence.
8 butit'sjust amethodology. So now you apply it, 8 So the classic is randomized controlled
9 and what it looks like can look very different ways. 9 trials can be high quality evidence, but so can very
10 So how we used it in our worksheets, if you 10 well defined -- or, you know, designed observational
11 will, and how our process worked is, using GRADE 11 trias.
12 methodology -- as we went through our development 12 So you can't just say, just because
13 process, we had to make decisions about how we were 13 something is an observational trial, that it's not
14 going to use GRADE methodology. 14 the same evidence -- or not the same quality. You
15 So for me it would be someone telling me, 15 actually need to be assessing every study, no matter
16 "Oh, it didn't happen." I'd say, "Well, how do you 16 what the designis.
17 know that? Y ou know, why are you saying that?' 17 So, again, high quality is a process to
18 That would be the bigger concern, to be honest. 18 decide something is of high quality when -- okay.
19 Q. The GRADE system for rating evidence hasa 19 [I'll try to stop talking.
20 specific set of four levels of strength, correct, as 20 There'salot of ambiguity here.
21 described in your NASPGHAN document; that is, very 21 Q. WasWPATH's use of the widely accepted
22 low, low, moderate or high? 22 GRADE system for classifying the strength of
23  A. Thatishow wedid it, for sure. 23 evidence and the strength of recommendations an
24 Q. And, indeed, definitions of those terms are 24 important part of the basis for your conclusion in
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Page 62
your expert report that, and | quote, "WPATH's

method for developing SOC-8 is exemplary,” close
quote?

A. | madethat statement because | was so
impressed by how they had spelled out their entire
process on the web page for developing their
guideline and had really shown it to be very
carefully apriori thought about, it was very
rigorous, it seemed to me to be very transparent in
what they had done, how they had come up with their
groups, how they'd organized themselves. They gave
alot of information there that, honestly, most
societies aren't doing at this point.

So it was very impressive how they had
taken alot of stepsto spell out what they had
done.

Q. Wastheir use of the widely accepted GRADE
system to rate evidence and the strength of
recommendations an important part of the basis for
your conclusion that their method for developing
SOC-8 was exemplary?

A. No. | would say it was more that they said
what method that they used.

So, you know, | think -- | mean, again,
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developing and presenting summaries of evidence and

provides a systematic approach for making clinical
practice recommendations,” and it cites Guyatt, et
al., close quote.

Do you see that?

A. Yes

Q. Doesthe name "Guyatt" mean anything to
you?

A. Sofor meitisareference that one often
uses when you are explaining that you used GRADE.
So, you know, it's a person.

Q. Do you know who Professor Guyatt is?

A. Not in any meaningful way, no.

Q. Do you know anything about his reputation
in the field of evidence-based medicine?

A. Heisthefirst author on this sort of
important text that you use to say you're using
GRADE.

Q. You've never heard him speak at a
conference?

A. No. No.

Q. Okay. Inyour report you mention that some
criticisms have been made of the GRADE system of
evaluating the strength of evidentiary support, but

© 00N OB WDN B
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GRADE for me is something common and | sort of had a

sense of just how much work it is and how rigorous
itis.

But | think you could -- | was frankly more
impressed with the whole shebang. So for meit's
more explaining very clearly how you went through
the process of developing your guideline, not
necessarily that one used GRADE. Like, that wasn't
what made me feel so good about it. It wasthe
whole description of arigorous and transparent
process.

MS. LEVI: Roger, I'm just checking. We've
been alittle over an hour. Would now be --

MR. BROOKS: Let me-- I'll wrap up this
series of questions shortly.

MS. LEVI: Okay.

MR. BROOKS: If you'reall right, we'll go
for afew more minutes.

Q. Inthe second column on Page 250, S250, is
asection "Grading criteriafor statements." Do you
see that?

A. Yes

Q. Andthere, in the second sentence, it says,
quote, "Thisis atransparent framework for

© 00O ~NO O WNPRF

NNNNNRPEPRRERERRRRRR
EWNPOOOMNOOUNMNWNEREO

Page 65
you, yourself, have recently used GRADE --

A. (Nods head)

Q. --and| think you've -- you haveto...

A. Oh,yes. Sorry.

Q. And| think you'vetestified that it is
much the most widely used system for evaluating the
strength of evidence currently.

A. (Nods head)

Q. Andasweve seen, WPATH states that they

used GRADE to determine the strength of evidence,
correct?

A. Yes

Q. What was your point in mentioning that
GRADE has been criticized?

A. Weéll, | think, as|'ve been saying, for me
thisisstill an evolution, and | think you have to

approach anything we do around guidelines with an
understanding that nothing's perfect, right?

So -- and that, by the way, is everything.
That's the evidence we're using to make the
guidelines or lack of evidence. That's how we
create groups that are going to make the guidelines.
And then there's actually how you're going to put
the guideline together and the methodology you're
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1 goingto use. 1 So Dr. Guyatt has got some subordinates,

2 Andinthereis GRADE has emerged as a 2 but heisthe senior person on this project?

3 methodology we're all coalesced around, but you know| 3 A. (Nods head)

4 thatitisnot perfect. AndI'll say to my own, 4 Q. Doyou think that you have ever before

5 there are many different ways you can useit. And 5 today seen -- and there are, | think, at least 15in

6 so part of processis even deciding how you're going 6 this numbered sequence. |I'm not going to put them

7 touseit, and, you know, there are still alot of 7 dlinfront of you, | promise.

8 judgment callstoit. 8 Do you think you have seen any of these

9 So in pursuit of perfection continues, and 9 numbered papers setting out the GRADE system?

10 therefore, criticism iswelcome to keep making it 10 A. | don't know that I've ever seen the papers

11 better. 11 specificaly before.

12 Q. Allright. Well, you've made some 12 Q. Okay. | wantto call your attention to

13 criticism of GRADE in your expert report. Let me 13 Page 404, Table 2, which provides statements of the

14 ask you this. 14 meaning of the four levels of evidence. And I'll --

15 A. Yes 15 there are many places | could have gone to show you

16 Q. Haveyou ever published -- have you ever, 16 these same definitions. Thisisjust one.

17 inany publication, criticized GRADE in any way? 17 And there's two columns -- there's three

18 A. No. 18 columns. Oneis"Quality level," "High,"

19 MR. BROOKS: Allright. Let'stakea 19 "Moderate," "Low," "Very low." The second column

20 break. 20 says"Current definition." And, again, this paper

21 MS. LEVI: Okay. 21 isasof 2011. And thefina column reads "Previous

22 (Recess) 22 definition."

23 MR. BROOKS: Let me ask the reporter to 23 Let me ask you to look at the column that

24 mark as Exhibit 6 an article from 2011 entitled 24 says"Current definition" and tell me whether those
Page 67 Page 69

1 "GRADE guidelines: 3. Rating the quality of 1 areindeed the definitions of -- or the statements

2 evidence." 2 of the meaning of the quality levels within the

3 (Document marked as Lightdale 3 GRADE system for rating evidence that you are

4 Exhibit 6 for identification) 4 familiar with.

5 BY MR.BROOKS: 5 A. | would haveto compareit, but it looks

6 Q. And, Dr. Lightdale, let me ask generally, 6 approximately like what we used. In other words,

7 areyou familiar with a series -- anumbered series 7 even thisis something that one might reword for

8 of papers published that detail the GRADE system? 8 your own purposes alittle bit.

9 A. I'mfamiliar. 9 Q. Ifyoulook at the definition of "Low," it
10 Q. Andyou'll seethere'sanumber of authors, 10 says, quote, "Our confidence in the effect estimate
11 of which Dr. Guyatt isthe last. 11 islimited: Thetrue effect may be substantially
12 Areyou ableto tell me, just for the 12 different from the estimate of the effect.”

13 record, generally what the significance of the last 13 Do you see that language?

14 named author is on an academic paper? 14 A. Yes

15 A. Yes 15 Q. Anddo you have an understanding of what
16 Q. Whatisthat? 16 that means, what it meansif you assign that rating
17  A. So, generally speaking, the last author is 17 totheresults of a study?

18 your senior person, who then is usually looking at 18 A. So,yes.

19 thefirst person -- those two people are usually the 19 Q. Whatisthat understanding?

20 people who are writing the paper together. 20 A. Sol think this-- alot of thisis

21 Q. Okay. Thefirst person probably did the 21 subjective ratings of evidence. And here, when
22 most work, and the last person is the most senior -- 22 you -- when the group decides something's of low
23 A. Senior, yes. 23 confidence, or frankly if an individual is doing

24 Q. --responsible person. 24 their grading of evidence as part of the process,
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1 you would say that your confidence in what's been 1 interms of what we know and what's been found and
2 found, or the effect estimate, is not great, and 2 what's estimated to have been found, because even
3 that the true effect might be different from what is 3 dtatistics are just estimates.
4 being found, or not found, as the case may be. 4 So | think when you say the true effect is
5 Q. Justtopausefor amoment. Am I correct 5 likely to beincredibly different from what is
6 thatitisconsidered good practice, if you're 6 known, it'susualy in a situation where we just
7 rating abody of evidence, to have more than one 7 don't have much of an estimate of effect or even any
8 rater independently evaluate each study? 8 estimate of effect; and therefore you don't really
9 A. Wehave, yeah. 9 know, and you actually -- not only don't you know,
10 Q. Andthendid you have a process for 10 but you don't have any confidencein what is
11 resolution if they disagreed? 11 being -- isout there.
12 A. Yes 12 Q. Soif you assigned arating of very low to
13 Q. Wasthat documented in any way inwhat you |13 anindividua published study in which acertain
14 disclosed to the public in connection with your 14 treatment is administered and a certain outcomeis
15 NASPGHAN guidelines? 15 reported, am | correct that what you are saying with
16 A. Idon'tthink it showsupinthefinal 16 that "very low" designationis, "The design of the
17 paper exactly. It'smore-- well, actualy, there 17 study issuch that | have no confidence that, if it
18 areacouple of timesthat we couldn't come to 18 wasrepeated on adifferent patient, you would get
19 consensus, and we make that clear, that we have 19 the same outcome"?
20 certain things that we couldn't come to consensus 20 MS. LEVI: Object asto form.
21 on. 21 A. Yeah, well -- I'm actually not --
22 And by the time you get to that point, 22 THE WITNESS: Can | answer? Or isthat --
23 you've gone through alot of process here. Thisis 23 MS. LEVI: Yes.
24 around grading the various pieces of evidence that 24 A. I'mactualy not surethat it would be
Page 71 Page 73
1 aregoing into your recommendation. 1 about design of the study. It'sjust -- the bottom
2 But, yes, sometimes there was not enoughtq 2 linethereis, you have avery low confidencein
3 even achieve consensus. 3 the-- well, thisis about GRADE, but you have very
4 Q. Therating of "very low" states that the 4 low confidence in the known evidence that's out
5 articulation of what that means herein this paper | 5 there, and that if there was a different study or
6 from Dr. Guyatt is, quote, "We have very little 6 perhaps -- perhaps a different design, but it also
7 confidence in the effect estimate: Thetrue effect | 7 could bethat -- what | usually wind up in this
8 islikely to be substantially different from the 8 worldinisjust acase study or something like
9 estimate of effect.” 9 that, that we don't actually know, based on an N of
10 Do you have an understanding of what is | 10 1, what is going to happen if you did it across, you
11 meant by that definition of avery low rating? 11 know, athousand people.
12 A. Again, for me, thisisal relative, right? |12 Q. Okay. Fair enough.
13 So"very low" iseven lessthan "low." You have | 13 Let me take you to the first page of this
14 even less confidence in what's been found, and the14 paper.
15 trueeffect islikely to be incredibly different 15 A, Okay.
16 from what we have found so far. 16 Q. Exhibit6.
17 Q. What doesit mean to say that the true 17 A. Yes
18 effect isdifferent from the estimate of effect? I |18 Q. "GRADE guidelines: No. 3." And on the
19 think, to alayman, that might be a bit cryptic. 19 first page in the second column is a Heading Number
20 What does that mean? 20 2, "What we do not mean by quality of evidence,"
21 A. Sowhat it would mean -- again, and I'm |21 and then Heading 3 that says, "Opinion is not
22 sort of staying away from statistics, which affect | 22 evidence."
23 estimate to some extent. It could beinterpreted | 23 Now, you testified earlier that -- | forget
24 statistically, but it also can be just interpreted 24 exactly what year you said, but you may have said
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about 2005 -- this evidence-based medicine wasn't a
thing yet?
A. Weéll, 1995.

Q. 1995, thank you.

A. When | graduated from medical schooal, it
was just coming around.

Q. | seethe heading here that says, "Opinion
isnot evidence." And do you have an understanding
of what that means, what's being said in the context
of evidence-based medicine?

A. Let metake alook at what they wrote here
in this paragraph.

Q. Please.

A. (Reviewing document)

MS. LEVI: Takeyour timeto review the
whole articleif you need to as well.

Q. And, look, if the answer is, "l don't have
an opinion," that'sfine. | just...

A. (Reviewing document)

Q. Let meask abetter question.

A. Yeah, thanks.

Q. Let mewithdraw that question, because |
don't want to just have you sit here and interpret
what they wrote.
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haveto go on. Isthat part of what you're telling

me?

A. No. I think they wrote alot of paragraphs
here, because it istricky in medicine to feel like
things are black and white. So, you know, they're
just not that specific. You just can't be.

And so they're taking alot of time here --
again, I'd have to get into it more -- to think
about something | think all of usin guidelines
think about, which is, okay, what do we -- how do we
take evidence, synthesize it, but also make sure
that we feel like we can have opinions on the body
of the evidence we're looking at and can make a
recommendation.

| mean, that is the consensus process
around guidelines and the guideline development
processin anutshell. It'swe have got evidence,
but then we have to go beyond evidence, because
evidenceitself is not good enough, basically.

Q. For purposes of guideline -- astheterms
are understood today in guideline development, do
you consider expert opinion itself to be scientific
evidence?

MS. LEVI: Object asto form.
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A. Great.

Q. But that's context, and my question for you
now is, in your work today, for instance developing
the NASPGHAN guidelines, did you consider expert
opinion to be scientific evidence?

MS. LEVI: Object asto form.

A. Yeah, so think it was incumbent upon us
asagroup to do our best to be understanding where
there was evidence and what that evidence was and
what the strength of the evidence was, and then, in
the absence, especialy, of evidence, then to a'so
understand how strongly we were ready to make
recommendations. And that was, like, a constant
tension for us throughout the entire process.

And | think why they're writing all these
paragraphs here that I'm trying to read very quickly
isthisisvery hard in medicine. It'svery hard.

Y ou know, there is constantly a give-and-take on
where is there evidence, what does that evidence
mean, how does it apply to whatever you're trying to
look at it for, and then where is there more
experience of it, experience driving opinion. So...

Q. Wédll, solet me seeif | understand what
you're saying. Sometimes expert opinionisall you
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A. So expert opinion, again, is-- I'm not
sure what you mean by "expert opinion.” Like, who
makes somebody an expert, and how do they have an
opinion?

So | think it's just awaystrying to
understand it and to be ready to seeit asa
relative thing, where you might have high, you know,
medium, low, and even very low. It'slike-- |
mean, there's just basically -- it's constantly
relativity to what we're doing in this process of
trying to put it together and give people guidance.

Q. Wadl, I'mnot trying to be tricky. Let's
assume that we're talking about the opinions of --
in your own field, | assume there are some people
who everybody would acknowledge are experts, true?
A. Experts are people who have emerged as
giving statements and leading afield, but every
expert does come with their own ways that they do
something.

And s0, yes, you can see somebody as an
expert. You also want to understand how they -- how
they doit. Soyou sort of haveto look beyond just
are they an expert and say, "Well, why are they an
expert, and isthat what | need at that moment?'
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Q. Wetaked earlier about evidence tables and

rating the strength of evidence. For purposes of
developing clinical practice guidelines, do you
consider expert opinion to be scientific evidence?
A. No. I think it'simportant. So expert
opinion becomes as important as whatever's been
published as evidence.
Q. Okay. Let metake you back --

THE WITNESS: | have abad question. Am |
allowed to have a Coca-Cola?

MR. BROOKS: Absolutely.

THE WITNESS: Get some sugar.

MS. LEVI: Just to beclear, at any timeif
you need a break, it'sfair to ask for it.

MR. BROOKS: Exactly.

THE WITNESS: | left the coffee in the
other room, and | think | need some sugar.

MS. LEVI: If you want me to get your
coffee --

THE WITNESS: No, no, no. It was quite
cold.

MS. LEVI: Nobody wants you to be
uncomfortable.
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Am | correct that a conditional

recommendation, in some guidelines, the term that's
used for that is a"suggestion" or a"weak
recommendation”?

A. Yeah--

MS. LEVI: Object asto form.

A. Wehad avery specific concept, whichis
"conditional recommendation” was defined as
suggesting that implementation might vary. So it
was recommended, but we knew that it might or might
not be something people would choose to implement.

Q. Didit also, whether it was a conditional
or unconditional recommendation, relate to any
extent to the strength of the evidence that you had
to support that recommendation?

A. Sothey weretwo different things that we
were, you know, grading. So we were grading the
quality of the evidence, and then we were also
making arecommendation. And very often our
conditional recommendations were where there was low
quality evidence.

Q. Andthisisan example where you've
expressly said up front that there was low quality
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case. And maybe that's a good thing.

If you -- this paper, in fact, includes
recommendations and suggestions -- this paper
contains the guidelines that your team devel oped; am
| right?

A. Yes

Q. Andif you would turn to Page 37, | have
just picked an example, Standard 36, to ask you a
few questions about.

A. Okay.

Q. Andthisis-- Standard 36 is a conditional
recommendation that, quote, "Endoscopic biopsies
should be obtained as appropriate for the procedural
indication, consistent with current evidence-based
guidelines, when available."

24 24 evidence, right?
Page 79 Page 81
1 BY MR.BROOKS: 1 A. Yes Thisone had low quality evidence.
2 Q. If youwould find Exhibit 1 again, NASPGHAN| 2 Q. Andyou aso disclosed the votein your
3 guideline -- | love that term. 3 consensus process?
4  A. Thank you. We've thought about a name 4 A. Yes
5 change, but it's hopeless at this point. 5 Q. WhichwasaDelphi process?
6 Q. And!'ll beclear for therecord, I'm using 6 A. Weused aDelphi processto cometo
7 thisfor exemplary purposes. These are guidelines 7 consensus to vote on recommendations themselves.
8 relating to pediatric endoscopic procedures, atopic 8 Q. IsaDelphi processafairly well defined
9 utterly unrelated to the subject matter of this 9 thingintheart?

NNBRPRRRERRRBRRRR
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A. So most of ustalk about a modified Delphi,
because Delphi itself was probably way prior to
where we are now, which islots of ways you can do
things across continents without having to get
together.

But Delphi iswell described, and it's an
iterative, good process for coming to consensus.
So...

Q. Isitaprocess-- isanonymity in the
voting an inherent part of the Delphi process?

A. Yes

Q. Why isthat?

A. 1 think anonymity isaway of trying to
mitigate bias, to come back to that word. So...

Q. Why isit important that the voting be

21 (Pages 78 - 81)
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1 anonymous? 1 conditional?
2 A. | think that the Delphi processis designed 2 A. Wadll, I think there's a debate about
3 tolet eachindividual stand, you know, in their own 3 frankly what isthat. So pediatric endoscopy isa
4 convictions and their own -- you know, to basically 4 field where we take longer with colonoscopies for
5 vote on their own decisions on how they want to do 5 lots of different reasons, and | don't think we have
6 things. 6 tended to be focused on time the way that adult
7 And, yeah, it's just important, because it 7 colonoscopists have.
8 doesn't let necessarily one person sway a process, 8 And so there's actually alot of people who
9 like what would happen in an open room. So... 9 arereticent. I'll tell you, | personally voted
10 Q. You might have somebody who is highly 10 "strongly agree” there. | agree with you, for me
11 respected that more junior participants are 11 thiswasano-brainer. But there are alot of
12 reluctant to disagree with? 12 people who are quite reticent to have there be some
13 A. Sure. That could happen. 13 sort of regulation or, in this case, a standard,
14 Q. You might have peer pressure of some sort, 14 even, to say, you know, that time matters.
15 that somebody is reluctant to be the odd man out? 15 So that's still aforeign concept in
16 A. Yesh 16 pediatric GI. And it turned out we didn't have much
17 Q. Hasevery Delphi processthat you've ever 17 evidenceto say that it needs to happen in an
18 participated in been anonymous in its voting? 18 efficient way.
19 A. Yes 19 Q. Sointheevidencewaslow quality -- even
20 Q. Why did you disclose the breakout of the 20 if it seemed common sense, if the evidenceislow
21 vote? 21 quality, you would generally give only a conditional
22  A. Wemade adecision early on, before we did 22 recommendation?
23 any of it -- again, working with methodologists and 23 MS. LEVI: Object asto form.
24 trying to decide how we were proceeding -- withwhat | 24 A. Yeah, no, there areredlly two different
Page 83 Page 85
1 weweregoingto do. Sothat wasall decided a 1 things. And so you sort of got to this, and then it
2 priori. 2 waslike, "All right, are we ready to vote on this
3 Q. If youback up to Page 36, Standard 32. 3 recommendation?"
4 A. Yes 4 So, again, the conditional recommendation
5 Q. Thisstandard says, "Pediatric endoscopic 5 issaying that we're going to recommend it, but we
6 procedures should be performed efficiently, within a 6 appreciate that implementing it may be not something
7 reasonable procedure time." 7 you have to do; versus a strong recommendation was,
8 | take it, in layman's terms, that means 8 we actually think you need to do this, like, thisis
9 don't dawdlein your procedure. Am | understanding, | 9 from asafety and quality perspective.
10 moreor less, what it'stelling us? 10 So then the voting, you're just seeing that
11 A. Yesh 11 itreally -- and it really wasn't necessarily
12 Q. Andthisasoisaconditional 12 everyoneready to say that time wasimportant. But,
13 recommendation, and it states that there's very low 13 again, apriori we had said, "Well, what are we
14 quality evidence, correct? 14 going to say isarecommendation?' And it was
15 A. Yes 15 actually you had to combine the "strongly agree" and
16 Q. Andindeed, the recommendation, only 37.5 16 "agree" and be, you know, on acertain level.
17 percent of the participants strongly agreed with it; 17 Q. Letmejust put acaution out on the table.
18 am | right in understanding this correctly? 18 Wedothisall thetimein ordinary speech. You
19 A. Yes 19 began that answer, "Y eah, no."
20 Q. Now, the recommendation that you perform 20 A. Oh.
21 these procedures efficiently within a reasonable 21 Q. Andinadeposition, that doesn't work
22 time off the cuff seems, to use atechnical term, a 22 terribly well.
23 no-brainer. 23 A. ldidn't hearit. | didn't hear it. Okay.
24 Why was that recommendation only 24 Q. Youknow what | mean.
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Page 86
A. Yeah.

Q. It'sjust sort of athing. Solet me--
I'll just ask you a new question. It doesn't really
matter. I'll just caution you.

A. Okay.

Q. Am| correct that, most commonly, if all
you have isweak evidence for a recommendation, you
would expect that recommendation to be a conditional
or aweak -- aconditional recommendation or a
suggestion?

MS. LEVI: Object asto form.

A. | mean, | think we -- we would say it's
hard to make -- like, to have strong evidence and
then have a conditional recommendation. And | think
it's probably -- | mean, again, the low quality
evidenceis not going to make it possible to have a
strong recommendation, usually.

Q. | can't promise we won't come back to that
again. | just loveit so much.

MR. BROOKS: Let me ask the reporter to
mark as Exhibit 7 a paper from 2018, the lead author
Dayna Early, a number of authorsincluding Dr.
Lightdale, entitled "Guidelines for sedation and
anesthesiain Gl endoscopy.”
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Page 88
not for the procedure itself?

A. Right.

Q. And, again, in this set of guidelines, your
team used GRADE to rate the strength of the
supporting evidence; am | right?

Not a memory test. | think it says so at
the bottom of the first column on the first page.

A. | don't actually remember that we used
GRADE.

Q. Wadll, again, I'm not testing your -- first
page, first column, at the bottom of the --

MS. LEVI: You can take your time to
read --

THE WITNESS: Yeah, let me--

MS. LEVI: -- and review your own article.
That's okay.

THE WITNESS: Yeah, no, thisis part of the
evolution.

A. (Reviewing document) We used -- yeah. We
used GRADE criteria at the very end to talk about
the recommendations, but we didn't use GRADE
methodology. Thisis-- thiswasthe state of the
art from, like, I don't know, 2010 to -- again, this
came out in 2018. We were probably working on this

©O© 00 ~NO O WN P
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Page 87
(Document marked as Lightdale

Exhibit 7 for identification)

Q. And, Dr. Lightdale, my first questionis,
can you identify this document, this paper for the
record.

A. Yes

Q. What isthis?

A. Sothiswaswhat we called a guideline for
sedation and anesthesiain Gl endoscopy that | was
the second author on that came out of the Standards
of Practice Committee for the American Society of
Gastrointestinal Endoscopy.

Q. And "second author" implies that you --
theresalot of names there.

A. Yes

Q. "Second author" impliesthat you were
substantially involved, more than many of those
authors?

A. | wassubstantially involved.

Q. Allright. Andthisisadifferent set of
guidelines being created by a different team; am |
correct?

A. Yes

Q. Specificaly for sedation and anesthesia,

O© 00O NO Ol WN PP
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Page 89
onein 2016, you know.

So we were using GRADE criteria--
actualy, yes, published -- August 2017 is when we
started looking at things.

But we didn't actually use the GRADE
process.

Q. Wadll, let me ask this. Thelast line of
the first column -- | was going to say "abstract,"
but it's not exactly an abstract, isit?

A. Yeah

Q. Whatever itis, thefirst column, whichis
initalics, reads, "The recommendations were based
on reviewed studies and were graded on the strength
of the supporting evidence by using the GRADE
criteria (Table 1)."

Andif weturnto Table 1, that is headed
"System for rating the quality of evidence for
guidelines." It's footnoted, "Adapted from Guyatt
eta." Andit hasdefinitionswhich | -- we could
take the time -- it matches the list of previous
definitions in the table that we looked at earlier.

MS. LEVI: I'm going to ask, if you're
going to respond to that question, that you make
sure --
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MR. BROOKS: That's arepresentation.

MS. LEVI: -- that you are familiar --

Q. Wecan go back to my favorite document,
which isto say Exhibit 1 -- no, it's not.

Lightdale Exhibit 6 contains, on Page 404, the
definitions.

MS. LEVI: Takethetimeyou need to
respond accurately to the question that may be
asked.

Q. And my only point -- and thereis no
guestion at the moment -- my only point is that the
list of definitions contained in your paper from
2018 seems to correspond to the column labeled
"Previous definition" on Page 404 of Lightdale
Exhibit 6.

And if you'd like to check that, that's
fine.

A. Yes. Itdoes.

Q. Allright. Andin the right-hand columnin
your 2018 paper is-- it says "Symbol," and it shows
little circles with crosses.

Are those symbols widely used and
recognized in connection with GRADE ratings?

© 0O ~NO O WNPRP
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related to sedation and anesthesia, they're not

antique. 2018 is not that many years ago.

A. Correct.

Q. Why did your team not use a GRADE system
for rating the evidence in the course of developing
those guidelines?

A. So0in 2017 -- again, my memory is probably
in 2016 | got assigned thiswith Daynain the
Standards of Practice Committee that | was sitting
on. Andwe basically -- we were just, as a society
and as agroup, and | would argue across most of
medicine, people were really not yet ready to put in
the tremendous effort it takes to do the GRADE
process.

And so it's being discussed by experts out
there and mentioned, and people are hearing the
term, but what it actually meansto doitisalot
of work. And that is not where we were at ASGE in,
you know, 2016, 2017, as we were doing this thing,
and it ultimately comes out in 2018.

MR. BROOKS: Okay. Let me ask the reporter
to mark as Exhibit 8 one of the GRADE Series papers,
No. 14, quote, "Going from evidence to

24 A. Not necessarily. So without a doubt -- 24 recommendations: the significance and presentation
Page 91 Page 93
1 it'sfunny, | have strong memories of this paper. 1 of recommendations."
2 We were not using the GRADE process, but 2 (Document marked as Lightdale
3 what we did at the end, and thisis what ASGE was 3 Exhibit 8 for identification)
4 doing at the time, iswe used this GRADE criteria, 4 Q. And, again, Dr. Lightdale, do you think
5 this previous definition of GRADE -- again, 5 that you've seen this paper before today?
6 everything has been an evolution, right? 6 A. No
7 Q. Right. 7 Q. Then! will ask you -- | mean to ask you
8 A. Butthisprevious definition, we looked at 8 about your practices and understanding rather than
9 that aswe looked at our recommendations. 9 tointerpret the meaning of the authors.
10 In other words, we came up with the 10 So let me ask you to turn to Page 720
11 recommendations and then we said, "Okay, how do we| 11 and -- actually, why don't you read the abstract
12 fed? 12 just for context so you know what that paper is
13 And thiswas not a Delphi process. There 13 about and we're not working in the dark.
14 wasalot tothisthat isredly, frankly, just at a 14  A. (Reviewing document) Okay.
15 different level than where we are now, likewheremy |15 Q. Now let me ask you to turn to Page 720.
16 PENQUIN document is, let's say, in terms of the 16 And the second column, beginning in the third text
17 rigor. 17 linereads, "If the panel is highly confident of the
18 Q. Wouldyou spell that for the reporter, 18 balance between desirable and undesirable
19 PENQuIN. 19 consequences, they make a strong recommendation
20 A. Sure. P-E-n-Q-u-I-N, whichisthe 20 for.. or against... an intervention."
21 Pediatric Endoscopic Quality Improvement Network. | 21 Do you see that?
22 Q. Otherwise we're going get atranscript that 22 A. Yes
23 has"penguins' all over it. 23 Q. Andisthat description of when a strong
24 Let me ask this, because the guidelines 24 recommendation is appropriate consistent with how
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1 you have gone about deciding what merits or does not 1 pushing us. Infact, the abstract that you asked me
2 merit astrong recommendation? 2 toread saysthis. Don't shy away from not (sic)

3 A. | mean,yesand no. 3 making arecommendation. It'simportant to make

4 Q. Okay. 4 recommendations, because if you don't make a

5 A. Sol think -- | have not sat in a panel and 5 recommendation, you still leave peoplein the dark.

6 thought about this, you know, desirable, 6 Soitisagrappling processto try to

7 undesirable. We haven't sat there and weighed that 7 figure out, okay, how do we make the recommendation
8 kind of stuff. 8 Q. Inthat process, do you, asaphysician --

9 But | would say, ingtinctively and 9 wadll, let'stakeit in aclinical process system

10 inherently, to make a strong recommendation, you 10 first.

11 have brought into play discussions around desirable 11 Do you, as a physician, deciding on

12 and undesirable consequences. 12 treatment for a patient, have an obligation to

13 So people are thinking about that, and that 13 consider both long- and short-term consequences of

14 could be either desirable health outcomes, or | 14 administering the treatment or withholding the

15 think there'salot of, | would call it, risk/ 15 treatment?

16 benefit weighing that's going on with 16 MS. LEVI: Object asto form.

17 recommendations and what are the risks to making a 17 A. | would say not always, is the truth.

18 strong recommendation for or a strong recommendation 18 Q. Inwhat context, if any, would you have no

19 against something, what's the risk of that. 19 obligation to consider the long-term consequences?

20 So strong recommendations are to be done 20 A. Whenthere'slife or death ontheline.

21 very carefully. 21 Q. Okay. And haveyou yourself faced those

22 Q. Wadll, the next sentence reads, quote, "If 22 situations?

23 the panel hasless confidence of the balance between 23 A. Yeah

24 desirable and undesirable consequences, they offer a 24 Q. Andwhat degree of threat or imminence of

Page 95 Page 97
1 weak recommendation.” 1 death, to your understanding, makes it appropriate
2 Do you see that? 2 for you as aphysician to put aside considerations
3 A. Yes 3 of long-term impacts?
4 Q. Andisthat relating to what you just 4 A. SolI'minpediatric Gl, so we certainly
5 explained to me? 5 encounter situations where, if we do not act within
6 A. Yeah. | think, again, in practice that 6 the next 15 minutes, somebody will die, and you
7 kind of happens. 7 actually do need to do something.
8 Q. Soyou needto befairly confident that you 8 So, you know, not -- at that moment, I'm
9 understand -- let me start again. 9 not worrying about the long term. 1'm worrying

10 Y ou need to have afairly confident 10 about what needs to be solved at that moment to get

11 evauation of the upside of the treatment in 11 the patient out of the situation.

12 question and also afairly confident understanding 12 Q. Absent animminent threat of death, do you

13 of therisks or downside before you can offer a 13 believethat you, as a physician, have an obligation

14 strong recommendation; am | correct? 14 to consider both long-term and short-term

15 MS. LEVI: Object asto form. 15 consequences of a potential treatment as you make

16  A. I guessI'mnot sureif you're restating 16 decisionsfor or with a patient?

17 what | tried to state. 17 A. I'minpediatrics, so long-term discussions

18 But | think apandl ultimately is-- 18 of thingsisredly tricky. You know, what are we

19 everybody in that panel is, in their head, weighing 19 taking? Fiveyearsout? Tenyearsout? Fifty

20 what's good about making that recommendationand | 20 yearsout? You know, that's -- no, | think we can't

21 what could be adownside or undesirable or arisk of | 21 aways be fully sure of the long-term stuff, because

22 making arecommendation, or not making a 22 long term can be avery long timein pediatrics.

23 recommendation. 23 Q. ltcertainly can.

24 | think alot of this GRADE stuff isrealy 24 Do some of the types of treatments that
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Page 98 Page 100
1 you, asadoctor, participate in deciding have 1 Q. Okay.
2 potential lifelong downside risks? 2 721, Column 2.
3 A. Sure 3 A. Okay.
4 Q. Givemeanexample. 4 Q. Atthebottom isasection headed "Meaning
5 A. Weusehiologicsto treat inflammatory 5 of recommendationsin GRADE." We'vetaked earlier
6 bowel disease, and they can have cancer risks down 6 about evaluating the strength of evidence, and now
7 theline. 7 we'retaking about the GRADE labels for
8 Q. Soisthat acontext inwhich you do or you 8 recommendations.
9 don't consider the long-term risk as you talk with 9 And the first sentence in that section
10 parents? 10 reads, "Using the GRADE approach, guideline authors
11 A. | putitout therethat there are potential 11 make a strong recommendation when they believe that
12 long-termrisks. But then | weigh it against other 12 dll or aimost all informed people would make the
13 long-term risks, including not treating the disease 13 recommendation choice for or against an
14 with the biologics, which still holds a cancer risk. 14 intervention."
15 And there'samost no waysto really weigh these 15 Let me ask whether that understanding of a
16 things. But people try to imagine long term, and, 16 strong recommendation is consistent with how you and
17 you know, | do my best to help them think about it. 17 your colleagues have worked, for instance, in
18 1 think about it, et cetera. 18 creating the NASPGHAN guideline.
19 Q. Istherecther any other example that comes 19  A. | don't know that we have used that exact
20 to mind of decisions you participate in that have 20 framework for talking about when to use a"strong
21 potential lifelong implications? 21 recommendation." So | hadn't read this before, and
22 A. Sure. I'mgoing to have to think now. 22 | don't remember that that was what we said.
23 That one came quickly. 23 MR. BROOKS: Okay. Let me ask the reporter
24 Q. Goforit. Think. 24 to mark as Exhibit 9 GRADE Guidelines Paper Number
Page 99 Page 101
1 A. Yes I'll giveyouone. 1 15, "Going from evidence to recommendation -
2 So in the diagnosis of celiac disease, 2 determinants of arecommendation's direction and
3 there'samovement not to do endoscopy and get the 3 strength.”
4 biopsiesthat we read about in our standards, 4 (Document marked as Lightdale
5 because that incurs risk to do that, especialy in a 5 Exhibit 9 for identification)
6 young child. 6 Q. And, Dr. Lightdale, | assume, but correct
7 So there can be a discussion of, do we 7 meif I'mwrong, you have not seen this particular
8 redly need to do the endoscopy? And the answer is, 8 paper before today?
9 wdll, if you -- thisis my thinking; I'm not an 9 A. | havenot. Shall | read the abstract?
10 ethicist, but | explain that | think thereisan 10 Q. I'mgoing to takeyou -- you certainly may
11 ethical question on theline -- which is, right now, 11 read the abstract, or you can listen to my question
12 whilethe disease is not yet treated, if | do the 12 and then decide whether you want to read the
13 endoscopy, we will have evidence of the disease. 13 abstract.
14 Andin 20 years, after 20 years of treating the 14  A. Okay. Go ahead.
15 disease, and now the child is an adult and they say, 15 Q. Ifyouturnto Page 731, thereis, onthe
16 you know, "I'm not sure | ever had celiac disease. 16 first column, a heading " Confidence in estimates of
17 Maybel don't need to be doing what I'm doing," that | 17 effect (quality of evidence)." Do you seethat?
18 isalong-term potential complication that could 18 A. Yes
19 come up. 19 Q. Andif you go down, the third paragraph
20 So | say, "We better do the endoscopy, even 20 below there begins, "For instance." Do you see
21 though it has risks right now, because in 20 years, 21 that?
22 | want to give you what you need to assure your 22 A. Uh-huh.
23 child that you did the right things to make the 23 Q. Let meread that short paragraph into the
24 diagnosis.” 24 record.
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Page 102
"For instance, the GRADE approach provides

insight into how guideline panels should have
handled the decision regarding hormone replacement
therapy (HRT) in postmenopausal women in the 1990s
when observational studies suggested a substantial
reduction in cardiovascular risk (which randomized
trials subsequently proved false, at least in women
appreciably past menopause), and equally low
evidence quality suggested an increase in the risk
of breast cancer (which proved true)," close quote.
Really my opening question is, do you have

some familiarity with the narrative in the medical
field of a period of time in which doctors and
indeed guidelines were recommending post-menopause
hormone therapy for women, and subsequently those
recommendations were changed?

A. Only vaguely.

Q. Okay. That's not a case study that --

A. No.

Q. -- you've been through in either school or
in any sort of conference?

A. | went to pediatrics, and so by, you know,
1995 | wasreally in pediatrics and frankly not yet
myself in menopause. So...
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Page 104
indeed testimony last Friday has confirmed that the
12-point plan was written by Dr. Coleman, Eli
Coleman. Isthat a name that means anything to you?

A. No.
Q. | will aso represent to you that he was
the chair of both the SOC-7 development project for
WPATH and the SOC-8 development project. He's
testified about the substance.
| want to take you, though, specifically to
Page -- and he's tetified that he is the author of
this entire 12-point plan written in February of
2023. My representation.
| want to take you to Page -- we call these
things at the bottom production numbers or Bates
numbers -- ending in 216.
A. Okay.
MS. LEVI: Itendsin 216.
THE WITNESS: Okay. Got it.
Q. And actually, the sentence at the top of
the page begins at the bottom of 215 where he wrote,
"Asaresult our methodology evolved and was
improved - however, we were not able to be as
systematic as we could have been (e.g., we did not
use GRADE explicitly)."

Page 103
Q. Not afocusof concern. Fair enough. |
didn't mean to get personal.
A. That'sall right. | brought it up.
Sometimes that's what you pay attention to.

MR. BROOKS: I'm going to ask the reporter
to mark as Exhibit 10 a document bearing Bates
Numbers BOEAL_WPATH_91211 through 91218, whichisan
email dated February 23 -- February of 2023,
February 7, attaching a " Draft 12-point Strategic
Plan," and designated confidential. Let me be clear
on the record.

(Document marked as Lightdale
Exhibit 10 for identification)

MS. LEVI: Roger, we're going to designate
the transcript as confidential.

MR. BROOKS: And | will ask you to follow
up with specific designations within that. | think
this may be the only confidential document we'll
look at.

MS. LEVI: Okay.

Q. Dr. Lightdale, I'm confident you have not
seen this before.

A. No.

Q. | will represent to you that discovery and
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Do you see that?
A. Yes
Q. Now, the chairman of the SOC-8 project has
written, after the completion of that project, that
the team did not use GRADE explicitly.
Do you have any basis to disagree with him
in that regard?
A. Obvioudly, I'm, like, just looking at this
thing. But that iswhat iswritten there.
Q. Hegoesonto say, under "Research
Agenda’ -- pardon me. Let mejust draw your
attention to the first full paragraph on the page
ending in 216, where he says, quote, "I think it
would be helpful to engage a guideline development
expert or experts to examine what we have done and
help us form aclear narrative and justification for
what we have done." And he goes on alittle farther
to say, "We need to sharpen our method about
strengths. At the same time, we need to know its
limitations."
Do you see that?
A. Yes
Q. Do you consider it good practice to develop
and publish guidelines and afterwards bring in an
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expert to help you know the limitations of what

you've done?

MS. LEVI: Object asto form.

A. 1think I need to understand the context of
this. Ishetalking about -- "We were not able to
be as systematic as we could have been," ishe
talking about SOC-7, and now they're trying to say
how are they going to improve things with SOC-8?

Q. If you look at the beginning of that
paragraph, | believe -- thisis my understanding,
not a representation -- that thisis discussing what
was actually done in SOC-8.

A. Okay. Yes. So--

Q. Do you want to hear my question back?

MS. LEVI: And aso you should take the
timeif you need to review the document.

THE WITNESS: Yeah, yeah. Let me
understand where this is, because obviously I'm,
like -- | don't know timelines, et cetera.

A. (Reviewing document)

Q. Asfar astimeline, | will represent to you
that thisiswritten after SOC-8 has been published.

A. Okay. (Reviewing document) Can you repeat
your question.
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So what they seem to be saying hereis that
Hopkins was helpful, but also constraining, and it's
like, "Oh, maybe we could have gone about thisa
different way."

And so now they're saying, you know -- |
mean, he's saying, "We're being attacked for the
methodology.” Obvioudly I'm sitting here today
trying to understand what we're being asked -- but
they said, "Okay, how can we continue to think about
what we've done."

So | don't think it'swrong to bring in
somebody to say, "Okay, here's what we've done.
What do you think of it? And can you" -- you know,
| guess here they're saying, "Can you help us feel
good about what we did, because we were trying to be
as robust as we possibly could be," which takes a
lot of work.

Q. Understood.

MR. BROOKS: Let me ask the reporter to
mark as Exhibit 11 a paper by Taylor and others
entitled "Clinical guidelines for children and
adol escents experiencing gender dysphoria,” dated
2024,
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Q. Yes. Doyou consider it good practice for

ateam to develop, finalize and publish guidelines
and then seek expert input to understand the
limitations of the methodology that they used?
MS. LEVI: Object asto form.

A. To be honest, there could be even more
rigor around what happened. But as1'm reading
this -- and you start at the beginning of, | don't
know, Point 6, | guess, where it says, you know, "we
had to rely on Johns Hopkins," which I'll assume was
the methodologist, "which while some degree helpful,
was very constraining.” And | think that iswhat
many peoplefind. | don't know what Johns Hopkins
did.

But if you try, and even -- | feel like

even in -- you've been giving me some of this GRADE
stuff. Thereisthisconcern -- and | think | wrote
about thisin my own thing -- there is this concern
that GRADE itself, especially in pediatrics, can
lead us to almost not give the right strong
recommendations we need to, because we just don't
have the evidence that GRADE is assuming ison the
table, and most of what we do in pediatrics doesn't
have that type of evidence.
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(Document marked as Lightdale
Exhibit 11 for identification)

Q. Dr. Lightdale, thisis obviously arecently
published paper, which purports to evaluate the
quality of anumber of different guidelinesrelating
to gender dysphoriain children and adolescents and
goes through various detail and comes to various
conclusions.

Let me ask you this. And | can represent
to you or you can turn to any of several pages and
see that they refer to the AGREE 11 -- well, turn to
Page 5, if you would, and you will seein the first
column, the first full paragraph describes the kind
of punchline table of this paper, and it saysit
shows "the AGREE Il domain scores for the appraised
guidelines.”

Now, you looked at a methodology web page,
but just to be clear on the record, you have not
undertaken any attempt to apply the AGREE |1
methodologies -- or | should say criteria-- to
evaluate the WPATH guidelines, correct?

A. Correct.

Q. Nor any other guidelinesrelating to
treatment of gender dysphoriain minors?
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1 A. Correct. 1 safety discussions.
2 Q. Okay. Then ! will not ask you to read that 2 So it was doing a systematic review of
3 one. 3 anything out there, and then a meta-analysis of the
4 And certainly you have not attempted to 4 randomized controlled trials that did exist around
5 evauate the body of evidence relied on for any 5 capnography, to begin to understand just how big a
6 recommendation in SOC-8 to form your own view asto 6 study you'd need to do to show somebody dying,
7 whether that body of evidence is strong, moderate, 7 basically, and in the process a so showing, across
8 wesk or very weak, have you? 8 adll the studies, that monitoring with capnography
9 A. No 9 doeslead to less oxygen desaturation.
10 Q. Doclinica practice guidelines themselves 10 Q. And so underlying this paper, your team did
11 constitute scientific evidence? 11 aformal systematic review?
12 MS. LEVI: Object asto form. 12 A. Yes
13  A. No, not per se. 13 Q. Andyou disclosed the -- I'm not even sure
14 Q. | will not take your time further with that 14 of theright term, but the PICO, population -- |
15 document. 15 think you said it earlier, but can | get you to
16 MR. BROOKS: I'm goingsto ask thereporter | 16 spell out what PICO stands for.
17 to mark as Exhibit 12 a paper, the first author 17 A. PICOisthe population, the intervention --
18 Saundersand the last author Lightdale -- you've 18 what'sthe C -- and then O is outcomes.
19 moved into the senior slot there -- entitled 19 Q. Allright. And didyou make available,
20 "Patient safety during procedural sedation,” and it 20 either in the paper or in publicly available
21 goeson, publishedin BMJ-- 21 supplemental material, evidence tables?
22 Q. AmI correct that's the British Medical 22 MS. LEVI: Object asto form.
23 Journd -- 23 A. Thetruthis, | don't remember. | will
24 A. Yes 24 tell you thefirst author, who | worked with very
Page 111 Page 113
1 MR. BROOKS: --in2017. 1 closely on this, was a-- he's not aphysician. He
2 (Document marked as Lightdale 2 just does health economics and systematic reviews.
3 Exhibit 12 for identification) 3 Q. OnPage?2,youidentify -- let me take you
4 Q. And,Dr. Lightdale, for context, am | 4 down to the "Methods." Y ou identified which
5 correct that the BMJisreally in the very top tier 5 databases you searched in, correct?
6 of respected medical journalsin the world? 6 A. Yes
7 A. lwouldliketothink so. | felt that 7 Q. Andthere'sonly three, but are these three
8 about getting the paper accepted. 8 so extensivethat that represents arather
9 Q. That'sniceto say, but more generally, am 9 comprehensive search?
10 | correct that it iswidely recognized as one of the 10 A. Yeah
11 most respected medical journals? 11 Q. Anditgoesonto say that the searches
12 MS. LEVI: Object asto form. 12 aimed to identify, quote, "al literature reporting
13 A. Uh-huh. 13 onrandomized, controlled trials," close quote.
14 Q. Andexplainto me the nature of your 14 Let me ask, why did you limit the search to
15 involvement in this paper. 15 controlled trials?
16 A. Sol served asthe senior author on this 16 A. Soatthetimethat we did this, there had,
17 paper that involved severa experts, aswell as 17 at that point, been a number of randomized
18 mysdlf, in a particular monitoring technique called 18 controlled trials on capnography. | was actually
19 capnography that clearly shows-- | mean, there are 19 thefirst to do arandomized controlled trial of
20 many studies out there that have shown that it can 20 capnography, and people didn't want to put it into
21 pick up patients who are starting to desaturate in 21 their guidelines, which was frustrating for me at
22 termsof oxygen. But, thankfully, none of the 22 thetime. | wasvery young and idealistic. |
23 studies alone have been big enough that anybody has | 23 thought it would be a New England Journal of
24 becometruly injured or died, you know, real patient | 24 Medicine paper, but it wasn't, it was pediatrics. It
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1 wasokay. | learned alot. 1 that are equally good at mitigating bias. So...
2 But | will tell you then people when on 2 Q. Equaly good?
3 and used my methodology and tried randomized --you| 3  A. Yeah. Maybe even better. So randomized
4 know, did randomized controlled trialsin a number 4 controlled trials can introduce systematic biases if
5 of other populations. And this study took basically 5 you're not careful. | mean, just because something
6 any randomized controlled trial we could find and 6 iscontrolled doesn't mean it gets away from, you
7 was able to do ameta-analysis, so look at all the 7 said, the placebo effect or other things like that.
8 dataacrossall the different trials. 8 It doesn't -- it's one way of designing atrial to
9 Q. Isitinfactthecase, in your judgment, 9 try to mitigate that, but there's lots of ways to do
10 that uncontrolled studies are known to be at risk of 10 it.
11 serious bias as aresult of effects such asthe 11 Q. It says, alittle bit lower down, quote,
12 placebo affect or confounding variables? 12 ™Grey' or unpublished literature (including
13 MS. LEVI: Object asto form. 13 Congress abstracts) was included in the search
14 A. Sostudy designisobvioudly critical to 14 strategy.”
15 trying to get at whether or not intervention is 15 Do you see that?
16 going to be -- you know, can lead to theclinical 16 A. Yes
17 outcomeyou'relooking for. Andtherearedifferent |17 Q. Now, am | correct that grey literature are
18 study designs you could use to try to mitigate bias. 18 publications that are -- have not been peer
19 | think the randomized controlled trial 19 reviewed? Isthat what the term refersto?
20 design in this question was able to get away from 20 A. Thereisadefinition for it, but, you
21 the question of biasin terms of there are other 21 know, for me, it's-- yes, for me, it's stuff that
22 ways to assess Whether or not a patient'sin 22 hasn't yet gone through the peer review process.
23 trouble. 23 Q. Why did you consider it appropriate to
24 So, really, you had to do a randomized 24 include grey literaturein your search, if it has
Page 115 Page 117
1 controlled tria in acreative way, which, again, | 1 not yet been through the peer review process?
2 was able to come up with a methodol ogy that then 2 A. Sothisparticular paper, we were
3 other people were able to use, where you could sort 3 determined to be as inclusive as possible and
4 of dill have all the regular ways of monitoring 4 include anything that was out there that hadn't yet
5 patients -- nobody wants to have a procedure without 5 madeit al the way to publication.
6 being monitored to make sure they don't, you know, 6 Q. Andisitinfact commonly done, in
7 die-- and so we basically needed a randomized 7 systematic reviews, to include grey literature?
8 controlled tria to get at the question of whether 8 A. Soactudly, in one of the papers that you
9 you needed to add capnography in as another meansof | 9 showed me from the GRADE chapters, they actually
10 monitoring to get even safer. 10 talk about it. But, yeah, | mean, it's an option.
11 Q. My question was perhaps simpler, whichiis, 11 Youcanincludegrey literature if that's
12 isn'tit the casethat it'swell known that 12 appropriate for your question.
13 uncontrolled studies are at risk of serious bias as 13 Q. Ifyouturnto-- well, turn -- the second
14 aresult of effects such as confounding variables or 14 column on Page 2, towards the bottom is a heading
15 the placebo effect? 15 "Quality and potential bias." And therethere'sa
16 A. No, not necessarily. 16 reference to using a modified Jadad score, because
17 MS. LEVI: Object asto form. 17 wedidn't have enough scores aready.
18 THE WITNESS: Oh, sorry. 18 What is the Jadad score?
19 MS. LEVI: Just give me a second. 19 A. You know, this was something that Roger
20 Object asto form. 20 Saunders actualy introduced to me. But it wasa
21 A. No, no. Not necessarily. Infact, there 21 way of looking at studies and deciding how they --
22 areadl kinds of ways now of designing trials that 22 you know, how to assessthem. Soit'sjust another
23 are not randomized controlled trials that -- so | 23 way of assessing evidence, if you will.
24 guess are uncontrolled trials -- that are, you know, 24 Q. Itsaysinthe second sentence there,
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1 quote, "The Jadad score assesses studies based on 1 Do you know one way or the other?
2 their design (randomized and blinded) and their 2 A. | know nothing. All I'mthinking isthat
3 reporting (al patients accounted for), with a 3 thisis1996. So we talked about my medical school
4 maximal score of 5... and alow score of 0." 4 graduation. Thisisaswereall trying to
5 Am | correct that the Jadad system rates 5 understand isit important or not.
6 more than simply whether it'srandomized or blinded | 6 Q. Right. Okay. Fair enough.
7 and whether all patients are accounted for? Those 7 It appears to describe the Jadad score
8 arejust examples? 8 system that was referred to in your paper --
9  A. Ithink the Jadad scoreisavery specific 9 A. Okay.
10 way of trying to assess aclinical trial design. 10 Q. --abeitintroduced to you by one of your
11 Q. Okay. Why isit important, in clinical 11 co-authors, | think you testified. And asyou say,
12 tria design, to know whether all patients are 12 intheintroduction, this paper by Dr. Jadad,
13 accounted for in the experiment outcomes? 13 Exhibit 13, begins "The use of reliable datato
14  A. Sorry. Canyou repeat that question. 14 support medical and public health decisionsis
15 Q. Yes. I'mjust referring to the 15 essential."
16 parentheses -- the parenthetical that says "all 16 And am | correct that you've been telling
17 patients accounted for." And my questionis, why is | 17 me that this was essentially a new focus of medicine
18 it important, in evaluating the strength of a study, 18 about the time you were graduating from medical
19 to know whether al patients are accounted for? 19 school?
20 A. Maybel'm missing this. (Reviewing 20 A. Yes
21 document) Oh, "and their reporting." 21 Q. Okay. If youturnto Page 11 -- you will
22 I mean, | think you would -- it may or may 22 seethat we are now in the Appendix, which is
23 not beimportant. It'sjust -- again, the Jadad 23 "Instrument to Measure the Likelihood of Bias," and
24 score was away of saying, "We'relooking at a 24 we see on Page 11, "Guidelines for Assessment." And
Page 119 Page 121
1 seriesof studies, and how do we want to rate those 1 asyousaid, it'svery narrow. It focuseson
2 studies?' 2 randomization, blinding and withdrawals and
3 And, you know, you can -- we did thisbig 3 dropouts.
4 literature search, you're going to come up with a 4 Let me ask you to read to yourself the
5 bunch of study, and then you want to be able to say, 5 paragraph relating to withdrawals and dropouts.
6 you know, "80 percent of the studies scored very 6 A. (Reviewing document) Okay.
7 well on the Jadad score," or -- | mean, you're 7 Q. Why, inevauating the strength of a study,
8 trying to decide how to think about thosein -- all 8 isitimportant to know the number and reasons of
9 together. 9 those who did not complete the study?
10 | mean, that reporting is saying -- one of 10 MS. LEVI: Object asto form.
11 theitemsin the Jadad scoreisjust saying, are all 11  A. Therecan be anumber of reasons. It could
12 patients accounted for in what they added up. So... 12 beinteresting to understand withdrawals and
13 Q. Wadll, let me break out alittle more 13 dropouts. | don't think it's, you know, in and of
14 detail. 14 itself -- it'sjust another way to think about what
15 MR. BROOKS: Let me ask the reporter to 15 happened with the trial.
16 mark a paper "Assessing the Quality of Reports of 16 And in 1996 they said, "Gee, maybe we'd
17 Randomized Clinical Trials: IsBlinding Necessary?' | 17 better pay attentiontoisit atria where, you
18 by Dr. Jadad and others from 1996. 18 know, people withdrew, and have they explained
19 (Document marked as Lightdale 19 that." And that would seem just logically
20 Exhibit 13 for identification) 20 important.
21 Q. Dr. Lightdale, al | can say isthis paper 21 Q. Why?
22 by Dr. Jadad sets out a method of evaluating. 22 A. Wadll -- so put yourself back in 1996, when
23 Whether it isthe only paper by Dr. Jadad on this 23 we'refirst starting to realize, "Hmm, maybe we need
24 topic or the latest, | can't say. 24 to pay attention to evidence." And you have, like,
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anymore. And in that case, if you focused only on
those who continued coming, you would get an
inaccurately negative understanding of the effect of
the treatment, correct?
MS. LEVI: Object asto form.
A. | mean-- | don't know. | think that it's
very -- it's so hypothetical.
So | think what's important is to notice
that only 50 percent of the people finished the
trial and to be asking questionswhy. And if we

1 awhole-- | mean, it'sincredible, right? We were 1 don't do that, we don't understand what we got out
2 practicing medicine. 2 of thetrial.
3 Q. Youreredly harsh onthe medical field. 3 And so, again, that concept is brand-new in
4 But go ahead. 4 1996, you know.
5 A. It'strue. It'show | wastaught, you 5 Q. Letmeflipit, flip the hypothetical, and
6 know. It'slike nobody was saying, "Where'sthe 6 let'sdrop it to 30 percent --
7 evidence?' And now we're starting to say, "Oh, 7 A. Okay.
8 maybe we need to notice this." 8 Q. -- 30 percent who don't -- who just, over
9 So you can potentialy have atrial where, 9 the course of the study, stopped coming back for --
10 you know, the intervention leads everybody to, let's 10 maybeit's because it was a hasse, maybeit's
11 say, | don't know -- like, it'stoo much. That'sa 11 because they benefited, maybe it's because it hurt
12 classic onethat will happen, whereit'sjust -- and 12 them. Wedon't know. We have no information on why
13 sometimesit's not the intervention. Sometimesit's 13 they dropped out.
14 the study itself was designed in away that is so 14 One thing that could be the caseis that
15 impossible for peopleto do: Comethreetimesa 15 they have -- the treatment has made them fed really
16 week from, you know, wherever you arein order to do | 16 sick, and they just don't feel like doing it
17 something. 17 anymore. They're upset, and they don't want to
18 People may simply not be able to do that 18 follow through.
19 for asustained period of time. And that, alone, 19 In that case, if you looked only at the
20 canlead tolots of dropouts, never mind the 20 resultsfor the 70 percent who kept coming, you
21 treatment itself. 21 might get an unduly optimistic reading on the effect
22 So | think understanding what isit, why 22 of thetreatment; am | correct?
23 were there dropouts, why was there withdrawal is 23 MS. LEVI: Object asto form.
24 sort of now something we take for granted. But in 24  A. Soonce, in 1996, we started paying
Page 123 Page 125
1 1996 Dr. Jadad is saying, "Let's pay attention to 1 attention to the fact that, "Oh, people withdraw or
2 this. Thiscould be a piece of how to think about a 2 drop out of studies," we started coming up with
3 high quality study; not just did it happen, but did 3 dtatistical approachesto what you do to avoid that
4 someone explain to me why it happened.” 4 particular, what you're bringing up, concern.
5 Q. Ifyouhad-- andthisis purely abstract. 5 So certainly we want the investigators
6 If you had astudy -- let's say it's atwo-year 6 themselvesto notice that 30 percent of their, you
7 study; it'sgoing to go on for awhile -- and by the 7 know, population didn't finish the study and say it.
8 end, 50 percent of the participants have dropped 8 I'msaying "We," by the way, very grandiose like.
9 out; they just haven't showed up. Hypothetically -- 9 But thisiswhat you're looking for, right --
10 andyou just looked at the results for the 50 10 Q. Right.
11 percent who remained. 11  A. --whenyou'retrying to understand a
12 Now, one possible explanation would be that 12 paper.
13 the 50 percent who stopped coming had benefited so | 13 But actually there are methodol ogi es that
14 much they just didn't feel the need of treatment 14 you use -- they call them intention-to-treat
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methodol ogies -- where you're going to basically, if
someone doesn't finish, that actually will go
against the study finding. So you're designing a
study and weighing it in away that you're being
very conservative.

And so now I'm looking to understand, was
it an intention-to-treat methodol ogy, were there
other statistical ways that somebody tried to
account for the fact that not everybody is going to
finish the study.
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1 And | think these days we design trials 1 study, but it's an extremely small sample, correct?
2 knowing not everybody is going to finish. So you 2 A. Yes
3 haveto say, apriori, what you are going to do to 3 Q. Andyour god, it says, down in "Objective"
4 make sure that you don't bias your own study by 4 alittle farther in the abstract, isto apply the
5 being left with your 70 percent. 5 scientific method to assess the reproducibility of
6 Q. Okay. 6 those reported effects, correct?
7 MS. LEVI: We're closeto noon. I'm not 7 A. Yes
8 asking for alunch break, but it would be good to 8 Q. Andcanyou explain to me the distinction
9 take another break. 9 between the scientific method that you're referring
10 MR. BROOKS: Yeah. And my recommendation 10 to here and -- obviously you've described earlier
11 would be we take a break, we do one more run, 11 there's been a published paper describing these
12 because stopping at noon always makes the afternoon | 12 three children's experiences.
13 rough. 13 What's the difference between that paper
14 MS. LEVI: Yeah. 14 that existed and the scientific method that you
15 MR. BROOKS: So, yeah. Now isafinetime 15 referred to under "Objective"?
16 to stop. 16 A. Canltakealook atit? | haven't seenit
17 (Recess) 17 inalongtime.
18 MR. BROOKS: Let me ask the reporter to 18 Q. Of courseyou may.
19 mark as Lightdale Exhibit 14 a paper from 2001 19 A. (Reviewing document) Okay. Becausel did
20 titled "Effects of Intravenous Secretin on Language 20 not remember that that was my objective. But | am
21 and Behavior of Children with Autism." 21 now, why did we phrase it that way?
22 (Document marked as Lightdale 22 What was your question?
23 Exhibit 14 for identification) 23 Q. Again, the beginning of the abstract, and |
24 Q. And, Dr. Lightdale, isthisapaper on 24 didn'tread it all, but it points out that this case
Page 127 Page 129
1 which you were the first author? 1 study of three autistic children was based on
2 A Yes 2 reportsfrom their parents over afive-week period,
3 Q. Indicating that you did most of the hard 3 right?
4 work? 4  A. Thiswasan extraordinary moment in my
5 A. Yes 5 life, but -- | will tell you, | was very junior. So
6 Q. Allright. | have afew questions about 6 the senior author is along-time mentor of mine.
7 it, but we kind of need to break out what itis. So 7 Q. | understand.
8 let meseeif I, after reading it, understood 8 A. | wasjust getting interested in Gl, and he
9 correctly. 9 said, "l have astudy for you to do," and | said,
10 The background situation was, at the time, 10 "Okay."
11 awidespread belief among parents that intravenous 11 And while we were trying to get it going at
12 secretin improved language skillsin autistic 12 UCSF, other groups, in particular agroup at the
13 children, correct? 13 University of North Carolina, published a randomized
14 A. Yes 14 controlled trial. So the sense was that we had been
15 Q. Andthat, according to the very beginning 15 scooped.
16 of the abstract, was due to simply athree -- a 16 And we said, "WEell, what do we do now?",
17 paper that described the experience of three 17 because we were in the middle of our design. And we
18 children -- correct? 18 decided that you could say that what we were doing
19 A. Yes 19 was dtill important because of the scientific
20 Q. --and parental reports specifically about 20 method, which means that you really ought to be
21 the supposed effect of intravenous secretin on the 21 careful before you move to arandomized controlled
22 language skills of those three children. 22 trial. You need to perform first an open-label
23 A. (Nods head) 23 trial, and the goal wasto basicaly try to be more
24 Q. Andthat's not quite aone-patient case 24 sensitive in what we were measuring.
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So the open-label design, smaller study,

open label, allowed usto do awhole lot of
different measures on these kids that you could not
doin arandomized controlled trial, which is bigger
and wasn't based on -- it didn't have even the right
data to even do a sample size determination, is my
memory.

So, you know, we felt that they had moved
too quickly to the randomized controlled trial, and
we could make the argument that our study was still
important.

Q. Solet mefocus on one thing you just
mentioned.

If you turn to Page 2, the top of the
second column is a paragraph that begins, "To
formally answer these questions, it seems necessary
to observe the basic principles of scientific method
by prospectively investigating the reproducibility
of the reported effects,”" correct?

A. Yes.

Q. Andwhat were you referring to as "the
basic principles of scientific method"?

A. So--| don't actualy quite remember
exactly, but | think the scientific method would

Page 132

But | can answer the question of why
prospective data can be important in amoment like
this.

Q. Allright.

A. So, without a doubt, retrospective datais
going to be limited in different ways, because you
can -- you can only look at what was reported.

And, of course, if the retrospective data
involves, you know, basicaly, in this case, parents
describing that things have changed, there wasn't
necessarily good data captured on the baseline
before something happened. So all we're getting is,
after the fact, somebody saying, "Oh, something has
changed."

Prospectively we could really measure the
kids at their baseline, and then we could give them
the secretin, and then we could say, "Did something
change?"'

Q. Okay. Andlooking at that, let's turn to
Page 3. There's a section headed "Measures,”" and
there you state that " Children's language level was
assessed using the PLS-3."

Isthat awell-recognized, objective
measure of language skills?
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Page 131
state that you need to really be clear what your

question is, and then you need to decide if you're
measuring what you need to to answer it.

And | think we decided that we still should
be doing this open-label trial, because this was
actually going to either be helpful for supporting
or refuting, you know, moving forward and doing more
studies with this.

So, again, | think we had to come up with
an objective that met the moment of somebody else
publishing atrial that almost seemed to obviate
what we had done. So...

Q. Inthe same sentence I've read, you said
you needed "to observe the basic principles of
scientific method by prospectively investigating.”

A. Uh-huh.

Q. Why wasit important -- why do you consider
that prospective investigation rather than, for
instance, a retrospective analysis is among the
basic principles of the scientific method?

A. It'sfunny, because | am not sure | can
tell you exactly what the scientific method is
anymore. It feels amost like something one does
learn in medical school or even in college.
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Page 133

A. So |l had anumber of peopleinvolved in
this study, and a couple of them were expertsin
measuring developmental behaviora pediatrics and
language and things like that. So they were the
ones that came up with the measures that way.

Q. Do you know whether PLS-3wasa
pre-existing objective measurement of language
skills?

A. My understanding isit's avalidated scale.

Q. Dated or outdated, my question was, did you
understand it to be an objective measure of language
skills?

A. | think we picked a measure we thought was
going to be a good measure for understanding if the
language skills changed.

Q. Anditdidnot, am | correct, depend on
parental reports?

A. Yeah, it'shasically --it'savery -- |
don't really -- again, | was not the person
administering these particular scales. But
basicaly, they were -- you know, we were going to
do anumber of different measures, and one of them
was this PLS-3 was decided as the best measure.

Q. Andif welook at the second column on Page
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3, it says, in thefirst full paragraph, "Language
and behavioral measures were repeated at T2to T5."

A. Where areyou now?

Q. It'sthefirst full paragraph at the top of
Column 2 of Page 3.

A. Oh, | see. Okay.

Q. And noticing the word "repeated,” am |
correct that part of your protocol was that you did
this objective test of language skills at each of
T1,T2,T3, T4, T5?

MS. LEVI: Object asto form.

A. Yeah, so, infull disclosure, | haven't
really thought about this study in avery long time.
So | don't quite remember the whole bitstoit. |
more remember what was going on around it.

But -- so | would have to honestly get into
thisalittle bit.
Well, let me ask about --
| mean, | canread it if you want --
No. Let meask --
-- to see what | wrote.
. Let me ask some big picture questions and
seeif you recall at the big picture level.
A. Yes

O>»0 >0
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A. Yes

Q. And-- I'm sorry, I've taken things out of
order. If you back up to the bottom of the second
column on Page 3, it states, "Analyses revealed no
significant increasesin children’'s language skills
from baseline following a single infusion of
secretin," correct?

A. Yes

Q. Doyourecal, at least, that the big
picture take-away from this paper was that secretin
did not improve children's language skills and
parents thought it did?

MS. LEVI: Object asto form.

A. My own -- when | tell the story of this
paper, the big take-away was secretin did nothing.

Q. Butam| correct that another important
take-away was, notwithstanding it did nothing, that
many parents thought it was having a beneficial
effect on their children?

MS. LEVI: Object asto form.

A. Theanswer for meis, | didn't remember
that piece of it, but it isthere.

Q. Okay. If youturnto Page5, Column 1,
about an inch from the top, a sentence begins, "This
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Q. If youturnto Page4 --

MS. LEVI: If youwant to take time to
review your study --

MR. BROOKS: That's certainly true.

MS. LEVI: --you should feel free --

THE WITNESS: It'sweird to see --

MS. LEVI -- to take the time you need.

THE WITNESS:. -- my own words. It's, like,
very, very --

Q. I'mgoing to try back up to the high level,
and then you decide what you want to read.

A. Okay. Sounds good.

Q. Ifyouturnto Page 4, Column 1, we are, as
you'll see, in the "Results" section. It says,
about an inch and a half from the bottom of the text
from the first column, quote, "No relationship was
found between parental reports of change and
observable improvement in the sample."

Do you see that?

A. Yes.

Q. Andit says-- goeson to say that "70
percent” of parents "reported moderate to high
change."

Do you see that?
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pattern of parental response." Do you see that?

A. Uh-huh.

Q. Itreads, "This pattern of parental
response is consistent with previously published
observations by others, and underscores the need for
carefully designed trials of any putative
therapeutic agent suggested by empirical or
anecdotal evidence."

So | want to ask a general question, based
on your studies, based on your professional
experience. Isit well known that self-reports or,
in the case of children, parental reports can be
highly inaccurate?

MS. LEVI: Object asto form.

A. Wedll, what I'll say isthat | thinkitis
known that any self-report is aways going to be
suspect. And certainly when parents are being
asked, there's this added level of, well, we don't
know what it means.

So you have to take, you know, basically
reported -- self-reports and then parental reports
of children's behavior just haveto be held asa
different type of evidence.

It's funny, because reading even the next
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1 line-- thiswas an extraordinary moment going on, 1 Appendix A on Page S247, two inches down on the
2 but there was a hysteria. And so we knew that part 2 first column, it says, "The process for devel opment
3 of what was happening is parents at that point were 3 of the SOC-8" -- let me seeif you find that.
4 not thinking it was asingle infusion; they were now 4 A. Okay.
5 wanting multiple infusions. 5 Q. "Theprocessfor development of the SOC-8
6 So, you know, these are strong emotions 6 incorporated recommendations on clinical practice
7 people are having, and they're ready to say things, 7 guideline development from the National Academies of
8 you know. 8 Medicine and The World Health Organization that
9 Q. Wadl, arethere-- 9 addressed transparency, the conflict-of-interest
10 A. Anditjust-- | think what we were saying 10 policy, committee composition and group process,"
11 is, "You haveto do thiswell." If we're going to 11 and it then cites a document from the Institute of
12 start talking about cures for autism, they have to 12 Medicine and from The World Health Organization.
13 bedesigned very well. 13 Do you see that?
14 Q. Arethere recognized reasons why 14 A. Yes
15 self-reports and parental reports are commonly 15 Q. Areyou, yourself, familiar with a document
16 unreliable? 16 from the National Academies of Medicine or the
17 MS. LEVI: Object asto form. 17 Institute of Medicine that sets out procedures for
18 A. Imean, | think it's human nature not to be 18 developing guidelines?
19 ableto objectively think about things. | mean, 19 A. | amfamiliar withit. It'sabig
20 it'spart of being human. 20 document. It'sabook.
21 So, you know, anybody makes a big -- | 21 Q. Haveyou, yourself, consulted that -- such
22 don't know -- in this case says, "We've got a cure 22 adocument from the Institute of Medicine?
23 for autism," based, you know, on self-reports only, 23 A. Yeah
24 that would not be sufficient to move forward. 24 MR. BROOKS: Let me ask the reporter to
Page 139 Page 141
1 And | think at this point -- we were 1 mark as Exhibit 15 a document published by the
2 contributing at this point to a body of evidence, 2 Ingtitute of Medicine entitled "Clinical Practice
3 saying, "Thisisnot acure for autism, this 3 GuidelinesWe Can Trust." And | believe that this
4 secretin.” 4 isselected chapters of, as you say, a whole book.
5 Q. Andistheend of the story a broad medical 5 (Document marked as Lightdale
6 conclusion that secretin did not help? 6 Exhibit 15 for identification)
7 A Yes 7 Q. Letmeask youtotakealook at this. And
8 MS. LEVI: Object asto form. 8 recognizing it isthe cover page, the table of
9 THE WITNESS: Sorry. 9 contents and then selected chapters, doesthis
10 MS. LEVI: Make sureyou give mea 10 appear to be portions of the book that you have in
11 chance-- 11 mind?
12 THE WITNESS: Apologies. |I'm working on 12  A. Yes
13 it. 13 Q. Andyou've cited this yourself, have you
14 Q. Whenyou referred to, quote, "underscoring 14 not?
15 the need for carefully designed trials of any 15 A. Yes
16 therapeutic agent suggested by anecdotal 16 Q. Andisthisawidely respected set of
17 evidence" -- let me start again. Pardon me. I'll 17 criteriafor good practices for developing
18 skip over that. It'stoo hard to package. 18 guidelines?
19 I have put back in order your exhibits, and 19 A, |thinkit'sanimportant text in the
20 I'mgoing to ask you to find Exhibit 5 again, which 20 field, yeah.
21 is-- you can check me on this -- the methodology 21 Q. Isthereany other that you consider to be
22 appendix to SOC-8. Sorry. We've got all sorts of 22 more authoritative in terms of good practice for
23 numbers. 23 developing guidelines?
24 If you turn in that document back to 24  A. | mean, I'll just noteit was2011. We've
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aready changed things a number of time. | mean,

you realy have -- in fact, you've brought it out.
We have AGREE |l which comes out much later.

S0 at that time, in 2011, it wasreally
helpful that they created thistext that you could
reference.

Q. Do you know whether the Institute of
Medicine has publish any more updated version of
this?

A. 1don't think so.

Q. And weve seen together that this was cited
in the SOC-8 methodology, correct?

A. Yes

Q. Do you believe that accepted good practice
for devel oping guidelines has become, shall | say,
tighter, more rigorous since 2011?

A. Yes

Q. Not less?

A. Becometighter. Yes.

Q. Inyour report, which we've marked as
Exhibit 4, you wrote, in Paragraph 19 on Page 6,
quote, "WPATH's process for developing SOC-8, as
described at," and then you have the -- you have a
livelink, actually, to the web page in question,
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that | can --
Q. Hereyou are. You're an expert, hereto
offer opinions.
A. I'mthe expert, okay.
So | think were al learning, still, aswe
go. And so the transparency gets important, because
| need to understand, as a, you know, physician or
somebody who's going to potentially going to use a
guideline, how did it happen?
And actually in some ways it goes along
with -- like, | think we've talked alittle bit
about this, but there was that discussion how AGREE
[l starts talking about the funding source, right?
So we need to understand who is driving the
guideline, why isit happening, how did they do it.
And so that transparency has actualy
become really important. And it's been a piece of
evolving and, again, something we're continuously
improving. | don't think anything's done yet. |
bet there'san AGREE |11 in acouple of years.
So, you know, it'sjust, like -- it's
constantly trying to get guidelines better. |sthat
okay?
Q. Let meask you to find that Institute of
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right? -- "is transparent, rigorous, and
methodologically sound.”

Do you see that language?

A. Yes

Q. Andyou werereferring to what you read in
that web page, not to any actual knowledge of what
the WPATH team did, correct?

A. Right.

Q. And you said the process was transparent
and rigorous. Can you explain to me the meaning and
importance of transparency in guideline devel opment.

A. So |l think to be transparent and
methodologically rigorous, as AGREE Il says, isthe
goal these days of guidelines, and transparency is
in multiple different layers.

So you want to, | think -- in avery
general way, the most important transparent thing is
to say how you -- you know, what you were looking to
do and how you did it. And then, from there,
transparency plays out in lots of other ways. So...

Q. Provided that the team was careful and
rigorous, why does it matter whether they're
transparent?

A. Isthat kind of my opinion? | don't
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Medicine document again, Exhibit 14 (sic), and |
want to ask you to turn in there to Page 42.

A. Holdon.

MS. LEVI: | think it's this (indicating).

Q. Thisiswhat it looks like (indicating).

A. Sorry. Thisone.

Q. Andif you would turn to 42.

And just for clarity, we referred to the
Ingtitute of Medicine. Am | correct that the
Ingtitute of Medicineis also or now known asthe
National Institutes of Health?

A. National Association of -- National Academy
of Sciences.
Q. Nationa Academy --

A. -- of Sciences.
Q. Isit governmental entity?
A. ltisnot, technicaly. It's, like-- it

isandit'snot. So-- or | don't know. | don't
actualy -- and I'm not in it is the truth.
Q. Let'snot spend time parsing out it isand
it's not.
Let me ask you to turn to page, what did |
say, 42, and --
A. 1 think -- if you don't mind, | think the
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government commissionsiit.
Q. Okay.
42 begins, "Organizationsin severa
countries outside the U.S. also produce clinical
practice guidelines."
And it goes -- in the next paragraph it
begins, "For example, the Nationa Institute for
Health and Clinical Excellence (NICE) isan
independent organization that advises the UK
National Health Service," and it continues.
Areyou familiar with the reputation of the
UK NICE?
A. | know what the NICE is.
Q. Isit arespected source of anaysis of
medical science?
MS. LEVI: Object asto form.
A. Respected by who, | guess? Like, by
Americans? We don't necessarily follow NICE stuff.
Q. Waéll, what does NICE do, to your knowledge?
A. Okay. Sothisispurely what | understand.
Q. That'sall you can ever testify to.
A. But the UK, unlike the United States, in
around -- actually, around as |I'm graduating from
medical school, forms the National Health Service
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produce clinical guidance."

Were you aware, before reading that, that
NICE conducts or contracts for systematic reviews?

A. What | -- | didn't know that specifically.
What | knew --

MS. LEVI: That was the question.

Q. That wasthe question.

A. Okay.

Q. Soyoudon't have any view asto the
reputation of NICE for performing thorough or
reliable systematic reviews?

A. No.

Q. Okay.

Do you agree that transparency in the
development of a-- appropriate transparency in
connection with aclinical practice guideline
includes disclosure of the design of any systematic
searches that were done, for instance, the PICO
criteria?

MS. LEVI: Object asto form.

A. Actualy -- | apologize, because | am
getting alittletired. So can you repeat that
question?

MS. LEVI: Do you need abreak?
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and putsin place, over time, this National

Institute for Health and Clinical Excellence, the
NICE, which basicaly -- that'swhat | call it --
which basically comes up with standards of care and
guidelines that go across the UK.

Unfortunately, the United States didn't
havethat. So we have had a system that hasn't had
single payer like the National Health Service, and
instead we have allowed guidelines -- or we've
actually basically made it in the United States that
if you're going to have guidelines, it's al these
independent groups that have to create them.

And so guidelinesin the U.S. are not
coming from a -- you know, there's not asingle
payer and a single way of developing guidelines. We
have different organizations; NASPGHAN doing its
guidelines, WPATH doing its guidelines. | mean,
everybody is doing their own guidelines. So...

Q. The next sentence in this second full
paragraph gives alittle more detail about the
functions of NICE. It says, quote, "It conducts or
contracts for technology assessments of new
treatments and devices as well as systematic reviews
and comparative effectiveness studies used to
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THE WITNESS. Maybe. Maybe.

MS. LEVI: It'sperfectly fine.

MR. BROOKS: We can break for lunch now.

MS. LEVI: Okay. Why don't we do that.

MR. BROOKS: Fine.

THE WITNESS: Isthat okay?

MS. LEVI: Of course. Absolutely. You get
to -- absolutely.

THE WITNESS: Okay. 12:40. | might have
hit my, like, lunchtime.

MR. BROOKS: That isjust fine.

MS. LEVI: Itiscloseto 12:45. Shoot for
half an hour?

MR. BROOKS: That'sfine.

(Luncheon recesstaken at 12:42)
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AFTERNOON SESSION 1:20 p.m.

MS. LEVI: 1 will take arough. A couple
daysisfine.

BY MR. BROOKS:

Q. Let meask you, Dr. Lightdale, to find
Exhibit 15, the "Clinical Practice Guidelines We Can
Trust." If youwould turn in that document to Page
2, whichisawaysin, because it follows the
preface.

On Page 2 isthe heading that says, "CPG,"
Clinical Practice Guideline, "Devel opment
Challenges." And an inch and a half down, two
inches down in that is the sentence that begins,
"Certain factors commonly undermine." Let me ask
you to find that.

A. Yes

Q. Itreads, "Certain factors commonly
undermine the quality and trustworthiness of
CPG's." And you understand that to refer to
clinical practice guidelines, correct?

A. Yes

Q. Anditgoesonto list factors that
undermine quality and trustworthiness, including
"lack of transparency of development groups
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searches that were done for scientific evidence?

MS. LEVI: Object asto form.

A. | think | need to understand better what
the -- like, what's not a systematic search, or
whatever.

I'm not sure exactly how to answer that,
because | think there's alot of things you think
about when you're looking at clinical practice
guidelines. That'swhat | think this paragraph is
saying: There arealot of things you have to think
about.

Q. I'masking your opinion now, not what the
paragraph is saying.

If agroup preparing aclinical practice
guideline performs systematic searches for relevant
evidence, do you agree that appropriate transparency
includes disclosing the nature of searches done?

MS. LEVI: Object.

A. Sol think it'sjust -- again, for me,
these are, like, sort of abstract questions, and |
would need to get more specifics, | think, in order
to understand what we're trying to get at here, is
the bottom line.

So for me, there's lots of things you're
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methodologies (particularly with respect to evidence

quality and strength of recommendation appraisals).”
And then afew lines farther below, it refersto
"unmanaged conflicts of interest."
Do you see the various things | 've pointed

to?

A. "Unmanaged conflicts of interest.” Yes.

Q. Okay. Onthelack of transparency asa
factor that can undermine the quality and
trustworthiness of aclinical practice guideline, do
you agree that suitable transparency in the
development of areliable clinical practice
guideline includes disclosure of the design of
searches for evidence that were done, including, for
instance, the PICO factors?

MS. LEVI: Object asto form.

A. |think thisisalist of things you have
to be thinking about, and there's not any one
absolute. So I'm not sure | totally agree that
that's how one defines agood clinical guideline.

Q. Youwould consider, would you not, that
appropriate transparency in connection with the
development of aclinical practice guideline will,
in fact, include disclosure of the systematic
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thinking about, and it's really important that
that's the way 1'm approaching things. 1'm thinking
about lots of different things, and | have to have
all of them in order to decide whether or not I'm
dealing with agood clinical practice guideline.

Q. Let'sseeif you want to stick with that.

* Do you have an opinion as to whether good
practice and transparency in connection with
preparing aclinical practice guideline includes
disclosure of the databases that the team has
searched for relevant evidence?

MS. LEVI: Object.

A. Sothe question that you are asking is, is
the definition of transparency of the systematic
search that they list the actual, whatever, PubMed,
Cochrane, whatever that they did, the MBase, the
different databases?

Q. No, that wasn't my question.

MR. BROOKS: Let me ask the reporter to
read back my question.

(* Question read)

A. 1 would say notin and of itself. That's
not the only definition of transparency.

Q. | didn't ask if that was the definition of
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1 transparency. | asked you whether good practice 1 review?
2 includes disclosing the databases that you searched 2 A. Sowhen | have done systematic reviews or
3 for relevant evidence. 3 been apart of systematic reviews, generaly we've
4 MS. LEVI: Object asto form. 4 worked with somebody who's performed the systematic
5 A. I'mgetting lost in the question, but not 5 review for us, usualy alibrarian.
6 inand of itself islisting the places you searched. 6 And then what you've got is, Okay, we were
7 Q. Wouldyou agree that good practicein 7 given this number of papers that might or might not
8 connection with preparing aclinical practice 8 meet our criteria, and then we've gone through and
9 guidelineincludes, if the team has used established 9 we've made decisions about which ones we're
10 criteriafor rating the strength of evidence, 10 including or not including, and we wind up with, in
11 disclosing the ratings that were assigned? 11 theend, Okay, we included X number, and then you
12 MS. LEVI: Object asto form. 12 move from there, where we've reviewed it.
13 A. | think there arelots of waysto do 13 And so you've sort of gone through a
14 guidelines. So the important thing is that 14 process. So the systematic review startsthe
15 you basically put out what your processis going to 15 process, and then you have to move through it. And
16 be, and then you follow it. 16 we've usually explained that in some place, you
17 Q. That'sit? That's the sum total of your 17 know, either in afigure or in a paragraph, in text.
18 opinion asto what constitutes good practicein 18 Q. * If ateam developing clinical practice
19 forming and creating a clinical practice guideline? 19 guidelines has commissioned systematic reviews that
20 MS. LEVI: Object asto form. 20 resulted in GRADE ratings of the quality of evidence
21 A. 1think there are now lots of groups, 21 on certain topics relevant to the clinical practice
22 including this group and including other groups, 22 guideline, would you agree with me that it would
23 that are saying, "Okay, let's go through different 23 violate principles of transparency not to make those
24 ways of measuring guidelinesin trying to decide.” 24 ratings available publicly?
Page 155 Page 157
1 But they're also aware of all the different 1 MS. LEVI: Object asto form.
2 thingsthat go into guidelines. So thereisn't one 2 A. | don't agreewith that. | don't think it
3 thing that you have to do that makes a good 3 violates principles. It's adecision that was made,
4 guideline. It'syou sort of look at the whole thing 4 or, frankly, it may have been at a moment when
5 that happened and then decide on the strength of the 5 peoplewere -- you know, didn't redlize that it
6 guideline. 6 would be important.
7 Q. Soit'sjust kind of agut check? 7 | think there's been alot going onin the
8 MS. LEVI: Object asto form. 8 field, and so there hasn't been this, Y ou must give
9 A. Ithinkit'scomplex. 9 the GRADE ratings exactly the way -- it'sreally not
10 Q. If ateam, in connection with preparing 10 wherewe are. It'sjust becoming something that
11 guidelines, commissioned the performance of 11 people are talking more about.
12 systematic reviews of certain topics, would you 12 So, again, there are many different ways
13 agree that good practice with regard to transparency | 13 people have put out guidelines and so many waysto
14 requiresthat the results of those systematic 14 put out your recommendations and | think different
15 reviews be disclosed? 15 waystodoit.
16 MS. LEVI: Object asto form. 16 So, again, without getting into the
17  A. I'mnot sure what you mean by "results of 17 specifics, | can't really understand what 1'm going
18 the systematic reviews." Like, what isthat 18 tobe commenting on here. So...
19 "results of the systematic reviews'? 19 MR. BROOKS: Let me ask the reporter to read
20 Q. You have performed systematic -- you've 20 back my question.
21 participated in performing systematic reviews? 21 (* Question read)
22 A. lhave 22  A. It'savery long question. So there's
23 Q. And how would you describe the output of 23 different piecesto it, and it seemsto be ending
24 what is now recognized as aformal systematic 24 with, isit violating principle not to put the GRADE
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1 ratings next to the recommendations. 1 | mean, there's lots of contextsin which
2 Q. No. That'snot my question. 2 you might make a decision that a systematic review
3 A. Okay. Somaybel can-- 3 didn't get what you needed and you would go back and
4 Q. Doesitviolate principles of transparency 4 doitagain.
5 not to disclose those GRADE ratings in any way, 5 Soif that'swhat we're asking or -- I'm
6 shapeor form? 6 not sureif that'swhat you're asking. | think
7 MS. LEVI: Object asto form. 7 there arereasons that a systematic review issimply
8 A. Nottomy knowledge. 8 not included in the guideline.
9 Q. Ifanorganization, for the purposes of 9 Q. That'snot what I'm asking.
10 preparing clinical practice guidelines, commissions 10 A. Okay.
11 anindependent team to conduct systematic reviews 11 Q. If anorganization such as WPATH, preparing
12 for the purpose of informing those guidelines, isit 12 clinical practice guidelines, commissioned
13 consistent with principles of transparency for that 13 systematic reviews to be performed by a separate
14 sponsoring organization to prevent the publication 14 entity, those reviews are done and delivered to the
15 of theresults of the systematic review? 15 sponsoring organization, isit, in your view,
16 MS. LEVI: Object asto form. 16 consistent with ethics and transparency for the
17  A. Notto my knowledge. 17 sponsoring organization to publicly deny that the
18 Q. * If an organization preparing clinical 18 systematic viewswerein fact done?
19 practice guidelines commissions systematic reviews | 19 MS. LEVI: I'm going to object asto form.
20 on certain topics from an independent team and 20 And also the question has been asked a number of
21 receivesthose systematic reviews, isit consistent 21 times.
22 with ethics and transparency, in your view, for that 22 | just want to say, answer it if you can.
23 organization to publicly deny that the systematic 23 A. Yeah, | guessi'm having trouble
24 reviews were done? 24 understanding what would be the context in which
Page 159 Page 161
1 MS. LEVI: Object asto form. 1 they would be asked, "Did you do a systematic
2 A. Again, you're describing scenariosthat | 2 review?', and then they would publicly deny it.
3 amost can't imagine, so | am not sure the context 3 | just don't get what happened here. This
4 inwhich -- | mean, | don't know. I'm not exactly 4 would -- thisis -- guidelines are not usually any
5 surewhat thiswould be. 5 need to deny anything. It'sjust --
6 My understanding is you have an independent 6 Q. Areyou unableto answer your question?
7 group that is now -- has done the systematic review, 7  A. | would be unableto answer your question.
8 and the other group doesn't -- wait. Y ou explained 8 Not following it. So...
9 something, and you said the first group should now 9 MS. LEVI: You can only answer aquestion
10 deny? 10 if you can.
11 MR. BROOKS: Let me ask the reporter to 11 THE WITNESS: Okay.
12 read the question back. 12 MS. LEVI: It'sfine. If not, if you can't
13 (* Question read) 13 answer it, then respond as such.
14  A. Which organization? The one that 14 Q. Let meask you to find your expert report,
15 commissioned it? 15 which is Exhibit 4.
16 Q. Yes 16 There, in Paragraph 24 on Page 8, you
17  A. Itwouldn't -- you don't haveto use a 17 discussthe Delphi process, and you describeit asa
18 systematic review when you publish your guideline. | 18 "well-established methodology." We've talked about
19 | actually think, no, that that -- in my opinion, 19 itabit. We've discussed the voting process.
20 you've done a systematic review, you might say, 20 We've discussed anonymity. | don't want to rehash
21 "Gee, that wasn't good enough,” or "That didn't get 21 dl that.
22 what we wanted to,” or "It didn't" -- "Actually, we 22 In 23, you quote Dr. Laidlaw as saying
23 forgot asearchterm. Let's go back and do it 23 Delphi isnot, quote, evidence based. Do you see
24 again." 24 that?
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A. Yes

Q. Now, am | correct that Delphi is aprocess
which could be used to achieve consensus or to
attempt to achieve consensus on either evidence-
based recommendations or recommendations based
simply on expert opinion? It could be used for
either of those, correct?

A. That's my understanding.

Q. Andin one case the output would be
evidence based, and in the other case the output
would not be evidence based, right?

A. | mean, Delphi, again, is aprocess for
developing consensus.

Q. Andusing Delphi doesn't tell you anything
one way or the other asto whether --

A. Correct.

Q. --theoutput is evidence based?

Okay. | just wanted to clarify that.
And you, yourself, have, on multiple
occasions, participated in Delphi processes?

A. Yes

Q. Given the nature of a Delphi process and
the importance of anonymity as you've described it,
would it be appropriate for the leadership of a
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WPATH methodology web page that suggested to you
that WPATH leadership made substantive changesto
the guidelines after the completion of the Delphi
process that they describe?
MS. LEVI: Object asto form.

A. All | read was the website that explained
their process. | don't recall anything saying about
making any changes after the fact.

Q. Asascientist and clinician, if you read a
set of guidelines in which the methodology said that
all the recommendations were approved through a
Delphi process, and in fact some of those
recommendations had been materially altered through
anon-anonymous process after the Delphi process,
that would cause you serious concern, would it not?

MS. LEVI: Object asto form.

A. Not necessarily. Having been through it,
what | would need is an understanding, some context
around what changes were made and why.

Q. Why, given the importance of the Delphi
process and the anonymity of the Delphi process, do
you need more context to form an opinion asto
whether post hoc changes through a non-anonymous
process would violate principles and cause you
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clinical practice guideline project to make
substantive changes to guideline recommendations
after they have been approved through the Delphi
process?

MS. LEVI: Object.

A. Sonot -- | mean, there are little changes
people can make after you've gone through a Del phi
process. So, for instance, grammar can get changed.

Q. Inmy question | said "substantive
changes."

MS. LEVI: Object asto form.

A. That'swhat | think you said. So that's
what | thought you said.

So Delphi is amethodology, and ideally, if
you're going to follow it, you will cometo a
consensus around a statement. And that's what
you're trying to explain that you did. So...

Q. Isyour understanding, based on what you
read from the WPATH web page, that al the WPATH
recommendations and suggestions were approved
through a Delphi process?

A. | don't remember if it was al of them, but
they were definitely using a Delphi process.

Q. And do you recall seeing anything in the
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concern as a scientist and a clinician?

MS. LEVI: Object asto form.

A. So Delphi alows for some work to happen as
you're getting to the final bits. Andin
particular -- I've been through the moment when you
realize you've got two statements that can be sort
of made into one, or things like that that basically
will help ssimplify your process.

So | think there are even allowances within
Delphi to be able to keep working after the
iterative processis done.

Q. Haveyou been involved in any Delphi
process where, at alate stage, arevised statement
or recommendation was sent back through the Delphi
process again?

MS. LEVI: Object asto form.

A. | personally have not.
Q. Okay.

Let me ask you to find Paragraph 31 of your
report. And there you stated, "Dr. Laidlaw also
erroneously suggests that merely being a provider
who treats gender dysphoria creates a'conflict of
interest' with respect to participating in the
development of guidelines. Thishasno basisin
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medical ethics or science," close quote.

Now, you would agree with me, would you
not, Dr. Lightdale, that being a provider who treats
gender dysphoriaislikely to give a physician some
financial interest in -- some potentia financial
interest in what procedures are or are not approved
by the guidelines?

MS. LEVI: Object asto form.

A. No. No. | don't agree with that
Statement.

Q. Why isthat?

A. | think physicians who treat conditions --
I mean, we're talking here about gender dysphoria,
but | treat conditions. | am treating a patient for
what they have as a condition. That'swhat I'm
supposed to do as a health care provider.

So | don't think my financial interest is
in providing treatment to patients. It's my
profession.

Q. | couldflip back toit, but let's see if
we can do it without.

Y ou recall that we looked at the SOC-8
methodology appendix which had language that stated
that that team relied on recommendations devel oped

O© 00 NO Ol WN P

NNNREPERRPRRRRERRRRR
NP OWOWOWNOOUDMWNIERO

23
24

Page 168
and disclosing and managing conflicts of interest,
it'simportant to transparency that aclinical
practice guideline devel opment team does follow the
protocols that they state that they followed?

MS. LEVI: Object asto form.

A. So--right. Sol think that there are --
there's aframework here, and there's lots of
different waysthat | can put that framework into
action. But | would say, if you're going to state
something, then you followed it.

Q. If you state that you followed it, you
should follow it; that's what you're saying,
correct?

MS. LEVI: Object asto form.

A. | mean, thisisthe methods of what they
did. So they are describing their methods.

Q. And my question is, if they describe their
methods as incorporating recommendations with
respect to conflict-of-interest policy from the
Institute of Medicine document, then it would
violate principles of transparency if in fact they
did not follow those conflict of interest
principles?

MS. LEVI: Object asto form.
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by the National Academy of Medicine and cited the

document we've looked at from the Institute of
Medicine in connection with both process and
conflict of interest.
Do you recall that, or do you want to go
back to it?
A. ldon't--

Q. Let'sfind the exhibit, which is Exhibit 5.
Can you turn to Page 247. Threeinches
down in the first column is the language that reads,

"The process for development of the SOC-8
incorporated recommendations on clinical practice
guideline development from the National Academies of
Medicine and The World Health Organization that
addressed transparency, the conflict-of-interest
policy, committee composition and group process."
And then it cites the IOM document that we've looked
at, correct?

A. Yes

Q. Aswell asaWHO document that I'm not
going to take your time with.

A. Okay.

Q. Now, would you agree with me that, while
there may be different protocols for dealing with
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A. 1 think there are lots of waysto do
conflicts of interest, and -- I've personally filled
out many conflict-of-interest forms, and there are
lots of different ways.
| don't think the IOM actually said there's
oneway to doiit, asfar as| know. Again, maybe
it'sin the book, but...
Q. Maybeitis.
Why don't you find Exhibit 14, the
Institute of Medicine --
MS. LEVI: | think that's 15.
MR. BROOKS: How right you are. Pardon me.
Exhibit 15. Thank you for the correction.
Q. If youwill turnto Page 76, you'll seethe
heading, "Establishing Transparency."
A. Okay.
Q. And onthefollowing page, 77, the
paragraph at the bottom of the page begins, quote,
"Transparency also requires statements regarding the
development team members' clinical experience, and
potential conflicts of interest, aswell asthe
guideline's funding source(s)."
Do you see that?

A. Yes.
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Q. Do you agree with that statement?

A. Sure
Q. Andif you turn to Page 78, you'll seea
heading, "Management of Conflict of Interest,” and
there, in the second full sentence, it states, "A
recent comprehensive review of conflict-of-interest
policies of guideline development organizations
yielded the following complementary descriptions of
conflict of interest," close quote, and it goes on
to quote two of what it's referred to as
"complementary descriptions.”
| want to read to you the first. Quote, "A
divergence between an individual's private interests
and his or her professional obligations such that an
independent observer might reasonably question
whether the individua's professional actions or
decisions are motivated by personal gain, such as
financial, academic advancement, clinical revenue
streams or community standing."
Do you see that?
A. Yeah.
MS. LEVI: Takethetime you need to review
the document.
Q. My question for you is whether that

Page 172
publication.
Do you see that language referring to
intellectual conflicts of interest?

A. Yes

Q. And areyou generally familiar with the
concept of intellectual as opposed to financial
conflicts of interest?

A. Yes

Q. Andyou agree that intellectual conflicts
of interest can be among the types of conflict of
interest that should be disclosed in connection with
aclinical practice guideline project?

MS. LEVI: Object asto form.

A. | 'mean, | would say that is-- that's an
opinion, and one | think I've cometo. But, you
know, it's an evolving area. That's the other thing
about that one.

Q. If youlook at Page 79, six line down, at
the end of the line it begins a sentence as follows,
guote, "Direct financial commercial activities
include clinical services from which a committee
member derives a substantial portion of hisor her
income; consulting; board membership for which
compensation of any typeisreceived; serving as a
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definition of a conflict of interest that IOM has

quoted here is consistent with your understanding of
what constitutes a conflict of interest.

A. Yes, thisisconsistent with what | think,
which isreally around this very important concept
of an independent observer might reasonably question
whether something is being motivated.

So for me -- and, again, it's got these
complementary descriptions. | mean, there's lots of
ways to think about it, but you have to think it's
reasonable to think that there's conflict of
interest.

Q. Thelanguage goes on there to refer, in the
next line, to, quote, "A financial or intellectual
relationship that may impact an individual's ability
to approach a scientific question with an open
mind."

And the following sentence says, quote,
"Finaly, intellectual conflicts of interest
specific to clinical practice guidelines are defined
as 'academic activities that create the potential
for an attachment to a specific point of view that
could unduly affect on individual's judgment about a
specific recommendation,” and it quotes a Guyatt
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paid expert witness," and it goes on.
Do you see that language?
A. Yes
Q. Anddo you agree or disagree that a direct
financial commercial interest that can comprise a
conflict of interest includes providing clinical
services from which a committee member derives a
substantial portion of his or her income?
MS. LEVI: Object asto form.
A. Sol disagree with, | think, how thisis
being characterized. And | will tell you that |
think that many of us are salaried. So it doesn't
meatter if | bill -- if | do a particular thing or
not, because I'm still going to get the same salary.
That's number one.
Number two is the way medicine works.
Y ou're getting paid for encounters. You're not
getting paid for, you know, doing anything specific.
You'rejust getting paid to see the patient.
And then the third thing is, | don't think
that the National Academy of Scienceswould have
taken us down aroute that means that expertsin an
area can't participate in guidelines, you know, that
that would make no sense.
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So | think we know we need expertsin

guidelines and that those experts have to really be
doing the medicine in order to be able to be a part
of that process.

So | think what they're talking about there
is, if you are, and | do, do some consulting, or you
do have royalties or something like that, that's
where you must disclose, on a conflict-of-interest
form, that you work with a company that actually has
interest in aguideline going in acertain
direction.

It's not about the practice of medicine.

It's about what you're doing to the side of that
that they're worrying about.

Q. Let mebreak out a couple of things that
you said.

First, when it comesto fees for
procedures, isit your testimony that, when you
perform an endoscopic procedure, that thereis not
separate billing tagged to that procedure?

MS. LEVI: Object asto form.

A. | mean, | submit abill, but | myself will
get the same salary whether 1've submitted the hill,
like-- or not. It'snot -- | don't have -- like,
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talks about management through disclosure and is not
saying that everybody who has a conflict of interest
isdisqualified from participating in aguideline
development process? Y ou understand that, correct?

A. Yes

Q. Okay. Now, my question for you is, isit
consistent with your understanding that a physician,
who provides clinical services potentially affected
by the guideline from which that individual derives
asubstantia proportion of hisor her income, has a
financial conflict of interest of atype that needs
management, perhaps through disclosure?

MS. LEVI: Object asto form.

A. 1don't think that's what they were trying
to get at here. | think they're assuming that the
people on a guideline committee are expertsin their
field and do that type of medicine. So that was --
that's sort of an assumption. There's no point in
being in a guideline-writing process if you don't
actually practice the medicine.

So | think what they're getting at hereis,

are you going to be making money because you have
stocks in something or you consult for something and
you'll get more money if you, you know, continue to
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many of us, particularly in pediatrics and in
academic pediatrics, are not -- it has nothing to do
with how much or how little we bill. We're going to
get our salaries. So...

Q. Let'sbreak that out.

It'sthe casg, isit not, that in
connection with medical procedures, including or
perhaps particularly surgeries, bills are quite
specifically broken out by procedure?

MS. LEVI: Object asto form.

A. Our current health care system is
absolutely about patient-facing activities being
billed.

Q. Specific procedure --

A. Specificaly.

Q. By specific procedure?

A. Sure

Q. Second, it's by no meansthe casg, isit,
that all physicians are salaried, such that their
income does not depend on how many procedures they
perform?

A. Thisistrue.

Q. And you also understand, do you not, that
the IOM conflict-of-interest policy in many cases
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consult, and people will be happy with you.
Q. Dr. Coleman -- pardon me. That was Friday.

Wheat is your understanding of the language
| directed you to that refersto providing, quote,
"clinical services from which a committee member
derives a substantia portion of his or her income"?

A. 1 mean, | think -- the sentence actually
starts with "Direct financial commercial
activities." And | would say, like everythingin
all of these papers, "may include," and then they're
giving awholelist here of different things that it
may include.

And the first one that you're pointing to
is"clinical services from which [you get] a
substantial proportion of [your] income."

And | guess where I'm thinking isthat --
what they're talking about there, | think, is
someone who is going to make alot of money if they
do something -- | mean, basically the guidelineis
going to have them do something more, and so then
they're going to do more of it, and now they're
going to make alot of money.

| don't -- | just don't think that they're
talking about providing clinical medicine. To me,
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1 that's-- like, doesn't make any sense. It's about 1 conflict of interest consistent with your
2 commercialism, and we'retalking -- | practice 2 understanding?
3 medicine. 3 A. Ithink so.
4 So | think what | can understand and what | 4 Q. Andwould you agree with me that, under
5 tend -- what | think of when I fill out a conflict- 5 that definition of an intellectual conflict of
6 of-interest formis, if | sit on aboard, if | 6 interest, when it comes to pediatric endoscopy, you
7 consult, if I've been apaid witness, if I'm doing 7 have anintellectual conflict of interest?
8 industry-sponsored research, | have afinancial 8 MS. LEVI: Object asto form.
9 interest in that company, and so then | need to 9 A. Thereareareasof my field where | may
10 disclosethat on the disclosure form. 10 haveintellectual conflict of interest, like within
11 Q. Soasyou sit heretoday, you really can't 11 it, that | have -- sure.
12 understand what the IOM wasreferringtowhenthey |12 Q. Okay.
13 talk about clinical services? 13  A. --strongfeelingson things, and | can --
14  A. | think they're talking about clinical 14 Q. And strong published positions?
15 servicesthat are affected when you sit on a board 15 A. Sure
16 or you consult or you -- | think that's what thisis 16 Q. Okay.
17 all getting at. 17 * For physicians who are compensated based
18 It's not getting at do you practice 18 ontherevenuethey generate for their practice, is
19 medicine. Like, do | practice pediatric GI? Yes, 19 it still your position that those physicians have no
20 of course. | sit on guidelines because I'm an 20 conflict of interest, financia conflict of
21 expertin that particular area. 21 interest, with respect to clinical practice
22 So, you know -- and I'm trying to remember 22 guidelinesthat may affect their practice?
23 where we started this, but financial conflict of 23 MS. LEVI: Object asto form.
24 interest is not practicing medicine. It's not 24  A. | may need the beginning of the question
Page 179 Page 181
1 treating patients. | mean, otherwise, we're 1 asked again. Sorry.
2 going -- 2 (* Question read)
3 MS. LEVI: You answered the question. 3 A. Sowhat wereaskingis, would it bea
4 Q. Letmeaskyoutolook alittle further 4 financial conflict of interest for a personin
5 down, at a sentence that begins, "A person whose 5 so-called private practice to sit on aguideline
6 work or professional group fundamentally.” 6 committee that may potentially recommend something
7 Do you see that? 7 that they then would be using in their practice? Is
8 A. Yes 8 that what we're asking?
9 Q. Let meask you to read that and the 9 Q. Again, we've talked about how IOM --
10 following sentence. 10 discussion of conflict of interest doesn't
11  A. "A person whose work or professional 11 necessarily require exclusion as far as management.
12 group --" 12 So my question isn't about any activity
13 MS. LEVI: Did you want her to read it for 13 weregoing to take. It'ssimply, do you agree or
14 record or -- 14 disagree that a physician whose income dependsin
15 MR. BROOKS: Oh, might aswell. 15 significant part on revenues brought in from
16 Q. Goforit. 16 procedures performed has a financia conflict of
17  A. It'sactualy easier for me, guys. 17 interest with respect to clinical practice
18 "-- fundamentally isjeopardized, or 18 guidelinesthat may significantly affect that
19 enhanced, by aguideline recommendationissaidto |19 physician's practice?
20 haveintellectual COI. Intellectual COI includes 20 MS. LEVI: Object asto form.
21 authoring a publication or acting as an investigator 21 A. Sowhat I'm having trouble with is, they
22 onapeer-reviewed grant directly related to 22 would have a conflict of interest in terms of
23 recommendations under consideration." 23 participating in the guideline. They probably
24 Q. Isthat definition of an intellectua 24 should disclose, again, that they own a practice
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where they are doing alot of the procedure that's

going to be recommended in the guideline, or not
recommended in the guideline, that their practice
will be affected financialy by that.

| do believe in conflict-of-interest forms.

Y ou can be asked, "Do you own apractice?' | mean,
that's -- you know, that's a reasonabl e thing to

ask, "Do you own acompany?' | think you get asked
that, "Do you own a company?', which private
practice technically would be.

Again, for me, the differenceisthat |
don't think thisis about being an expert in the
field. Like, that'sjust not onething -- I'm not
asked, when | do these guidelines, "Areyou a
gastroenterologist who's going to get affected by
the guidelines?"

The answer is, of course, "Yes." Like,
everybody involved in the processis a
gastroenterologist who's going to get affected by
the guidelines.

So it's not afinancial conflict of
interest, what | do. Does that make any sense?

Q. Dr. Lightdale, do you consider yourself to
be an expert in conflict-of-interest principles?

© 0O ~NO O WNPRP

NNNNNREPERRERERRRRRR
EWONPOOOWMNOOUNMNWNEREO

Page 184
that they had a process where they asked for both
financial and nonfinancial conflicts of interest.

| mean, again, most of us are just starting
to do this.

Q. What led you to believe that WPATH had a
process that included asking for intell ectual
conflicts of interest?

A. It may have been talked about -- at some
point somebody brought it up.

Q. What do you mean by "somebody brought it
up"?

A. lsn't that here (indicating)? | don't
remember.

Q. Do you recall seeing any document in which
WPATH claimsto have identified --

A. Maybeit'sinthisthing right here, to be
honest, that we read it today.

(Reviewing document) | think -- (reviewing
document)

I'm actually getting al dizzy right now.

MS. LEVI: Do you want to take a break?

THE WITNESS: Wéll, yes.

A. But maybe | want to try to understand what
we were talking about. Maybe it was way back at the
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A. No.

Q. You,infact -- and | think thisfollows

from your earlier testimony, but let me ask.

Am | correct that you have no knowledge as
to whether WPATH, in the course of creating SOC-8 o
SOC-7, followed the Institute of Medicine conflict-
of-interest principles spelled out in this document,
Exhibit 157

A. Theknowledge | have of what they did is
from reading the websites and now, today, reading
their methods, which sounded in line with what the
National Academy of Sciences recommends.

Q. But you haven't, for instance, seen any
disclosure forms that were circulated within WPATH?

A. No.

Q. Andyou haven't looked at the SOC-8 itself
to see what conflicts they in fact disclosed?

A. No.

Q. You don't know whether -- you don't know
what proportion of the participants in the SOC-8
development project had intellectual conflicts of
interest of the type that we've discussed?

MS. LEVI: Object asto form.

A. ldon't. |didthink it wasimpressive
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beginning of the morning when we talked about this
piece (indicating).

| can't remember. We were talking about --

I know, because I'm really interested in this
intellectual conflict of interest discussion. So...

Anyway...

MR. BROOKS: Would you liketo take a
break?

THE WITNESS: Yes.

(The withess and Ms. Levi leave the room)

THE COURT REPORTER: Ms. Levi has asked for
arough. Would you like one as well?

MR. BROOKS: | would like arough.

(Recess)

MS. LEVI: Dr. Lightdale wants to explain
an earlier answer, give a context.

THE WITNESS: Yes. So | want to make it
clear that, in preparing for today, | had seen a
document that was likely a conflict-of-interest
document, and | think, again, such stuff I'm
interested in intellectually, intellectual conflict
of interest around this discussion.

BY MR. BROOKS:
Q. Do you have any knowledge, Dr. Lightdale,
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1 asto whether the chair of SOC-8 had either 1 Q. Andthiswasin connection with sedation
2 intellectud or financial conflicts of interest 2 generally?
3 relevant -- relating to treatment of gender 3 A. Yeah. Thiswasnot Gl per se.
4 dysphoria? 4 Q. Okay. Let meask you to turn to the second
5 A. lhavenoidea 5 page of the document. In the first column, four
6 Q. Andlikewise, am | correct that you have no 6 inches down, there's a paragraph that begins,
7 ideaasto whether the co-chairs of that project 7 "SCEPTER's previous study."
8 havefinancial or intellectual conflicts of 8 Do you see that?
9 interest? 9 A. Uh-huh.
10  A. Idon't know that, no. 10 Q. Andwhatis SCEPTER? It soundslike
11 Q. Andthe sameistrue with respect to the 11 something from a Bond movie.
12 chapter leads of each chapter team? 12 A. SCEPTER is Sedation Consortium on Endpoints
13 A. Noidea 13 and Procedures for Treatment, Education and
14 Q. Just because of law, I'm ticking these 14 Research. SCEPTER.
15 things off. 15 Q. Thank you.
16 And you have not formed any opinion asto 16 Late in the paragraph is a sentence -- and
17 the adequacy of the actual disclosures made by WPATH 17 feel freeto read the whole paragraph. 1'm going to
18 of conflicts of interest that may exist with respect 18 call your attention to sentence that begins, "While
19 to any participantsin the process, have you? 19 safety isarguably the most important of the 6 |OM
20  A. | havenoopinions. 20 domains, its measurement in clinical trials presents
21 Q. You get out of awhole lot of deposition by 21 complex problems and dilemmas.”
22 just saying, "1 have no opinions." 22 Do you see that language?
23 MR. BROOKS: Let me ask the reporter to 23  A. Yes.
24 mark as Exhibit 16 an article from 2018 entitled 24 Q. I'mgoing to ask you about that, and you
Page 187 Page 189
1 "Evauating Patient-Centered Outcomesin Clinical 1 canlook at anything surrounding you want.
2 Tridsof Procedural Sedation, Part 2," authors -- 2 The beginning of the paragraph refersto, |
3 lead author Denham Ward, and many authors, oneof | 3 think, adifferent document from the Institute of
4 whomisDr. Lightdale. 4 Medicine, just to avoid any confusion.
5 (Document marked as Lightdale 5 Do you have an opinion asto -- well, are
6 Exhibit 16 for identification) 6 you ableto explain to me why it's the case, if it
7 Q. Dr.Lightdae, I'm going to ask you first 7 is, that safety is arguably the most important
8 if you canidentify this paper. 8 consideration being addressed here?
9 A. Yes 9 A. Sothegroup took the tack of saying that
10 Q. Andcanyou explainto meyour rolein its 10 we were going to focus on safety, because, | think,
11 creation. 11 when you give sedation and anesthesia, you want to
12 A. Sol wasinvited to bein this committee -- 12 avoid physical or psychological harm, and we thought
13 which was brought together by the FDA, but then 13 that was perhaps the most urgent thing you have to
14 represented awhole lot of stakeholders -- to come 14 think about with sedation, especially for
15 up with recommendations for what our endpoint -- 15 procedures.
16 what endpoints should be around treatment. 16 Q. Does sedation risk both physical and
17 This particular paper was around treatment, 17 psychological harm?
18 education and research. So endpointsfor trials. 18 A. Yes.
19 Q. Andfor therecord, for the layman, can you 19 Q. Isoneof those considered to be amore
20 explain to me what you mean by "endpoints.” 20 serious problem than the other?
21 A. Outcomes, what you could look at in a 21 MS. LEVI: Object asto form.
22 trid. 22 A. | think we considered them both. | mean,
23 Q. Thethingsyou're measuring, fundamentally? |23 either was bad.
24 A. Right. 24 Q. Okay. And areyou telling me that the
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Page 190 Page 192
1 group simply chose to focus on safety, or is safety, 1 Q. Andmaybeit could be-- we can focuson
2 for some recognized reason, the most important 2 thisarticle or not. Let me ask more general
3 concern as physicians evaluate procedures? 3 question.
4 MS. LEVI: Object asto form. 4 In your experience, isit commonly the case
5 A. So SCEPTER wastrying to decide what are 5 that systematic review searches are limited to
6 good things to measure, and safety -- what this 6 articles published in English in the field of
7 sentenceisredly saying is safety isactualy, 7 medicine?
8 whether or not -- | would actually say we agreed 8 MS. LEVI: Object asto form.
9 that other people could probably put together an 9 A. Somy own personal experience has been that
10 argument that one or the other IOM six domainswas | 10 we always think about should we include other
11 asimportant as safety. 11 languages, and then we make atactical decision not
12 But we said, "Okay, well, let's just assume 12 to.
13 it'sreally important. Actualy measuringitis 13 Q. Andisthereareason why itisgeneraly
14 very hard." And so -- then that's what we said 14 accepted in the field as adequate to search only
15 we'rereally dealing with in this paper. 15 English language materials?
16 Q. Okay. Inthesecond column on this same 16 MS. LEVI: Object asto form.
17 page, the second paragraph that beginsin that 17 A. | think there's actualy awaysalittle
18 column starts, "For the systematic review of safety 18 hit of adiscomfort with the fact that we're
19 studies." 19 limiting it just to English and that -- for example,
20 A. Uh-huh. 20 thereare billions of peoplethat livein Chinaand
21 Q. Andam/ correct that this group 21 India, and we're not including any medical
22 essentially commissioned an independent systematic | 22 literature that comes out of those places, which
23 review of safety studies? 23 doesn't fedl particularly comfortable. But there's
24 A. Yes 24 just an economy of effort that you have to work
Page 191 Page 193
1 Q. Anditdescribes-- afew linesdown it 1 with, and...
2 says, quote, "Only prospective randomized double- 2 Q. Isitalsothe casethat, in many cases,
3 blind studies reported as full-text articles 3 science from countries that -- where the native
4 published in English wereincluded.” And I'm not 4 tongueis other than English are nevertheless
5 going to ask you again about blinding and 5 published in English?
6 randomizing. 6  A. Not necessarily.
7 Why did you consider it appropriate to 7 Q. |didn'tsay "necessarily." | said, isit
8 restrict the search only to articles published in 8 often the case?
9 English? 9 MS. LEVI: Object asto form.
10 A. Firstoff, | personaly did not make 10 A. | don'tactualy know. | don't know.
11 decisionsabout thison my own. | wasvery muchin |11 Q. All right.
12 the center of -- I'm really amiddle person here of 12 Y ou mentioned India. Do you have reason to
13 avery large group that was making decisions about 13 believe that important medical science coming out of
14 what we were going to do as a group. 14 Indiais published in any language other than
15 But there was afeeling, at least across 15 English?
16 all of sedation, procedural sedation and anesthesia, 16 A. | havenoidea
17 that you could get -- what we needed to get to you 17 Q. Okay. There'salot of peoplethere,
18 could get from randomized controlled trials. 18 but...
19 And -- so, again, we made that decision 19 Let's go back, if we could, to the AGREE
20 that that's how we are going to do this particular 20 document, Exhibit 2, and | want to take you to Page
21 systematic review. 21 24.
22 Q. Sorry. My question wasfocused only onthe | 22 There, at the top, the heading is, under
23 issue of language, and that was -- 23 "Rigour of Development,” quote, "The health
24 A. Oh, theEnglish? 24 benefits, side effects, and risks have been
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Page 194
considered in formulating the recommendations,”
close quote.

Do you see that?
A. Yes

Q. And do you agree that, before you relied on
aclinical practice guideline, you would want to
have good confidence that those who developed it had
considered not just benefits but also side effects
and risks in formulating their recommendations?

MS. LEVI: Object asto form.

A. | mean, | think it's pretty -- yeah, it's
pretty normal to think about all of that and to
assume it's been thought about.

Q. Again, that's not what | asked.

A. Okay.

Q. | said, beforeyou rely on aclinical
practice guideline, would you want to have good
comfort that the team that developed it had
considered not just benefits of a procedure or
treatment but also the side effects and risks?

MS. LEVI: Object asto form.

A. Sowhen | personally evaluate -- like, look
at aguideline, | want to feel comfortable that they
have done that.
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assuming that people are thinking about health
benefits, side effects.

| think -- well, I'll stop there.
Q. Youtestified earlier that therearea
number of guidelines out there in the world that are
not well done and perhaps not reliable, correct?
A. Yes
Q. And so my question for you is, before you
rely on aguideline, do you want to see, inits
text, evidence that those who prepared it have
considered side effects and risks?
MS. LEVI: Object asto form.
A. 1don'tthink, when | gojustinan
informal way to look at a guideline for guidance on
what to do, that | am looking specifically to see
whether they -- what evidence that they've looked at
risks and benefits. That's not -- I'm not able to
be that granular at that moment that | need the
guideline.
Q. Fair enough. And so now let me take usto
the next step.
Would you agree that, at least according to
the AGREE Il principles, that rigorous guidelines
should, on their face, show evidence that the

©O© 00 ~NO O WN P

NNNRNNRPRPRRRERRRRRRR
EONRPQOQOOMNODUODNWNLERO

Page 195
Q. Thank you.

Under the "User's Manual Description,” it
states, quote, "The guideline should consider health
benefits, side effects, and risks." And then it
goes on to say, "For example, aguideline on the
management of breast cancer may include a discussion
on the overall effects on various final outcomes."
And towards the end of that paragraph it reads,
quote, "There should be evidence that these issues
have been addressed."

So my question for you is, in aguideline
that you have confidencein, am | correct that you
want to see, on the face of the guidelines, evidence
that important side effects and risks have been
considered and weighed?

MS. LEVI: Object asto form.

A. So arewetaking about what | want to see,
or we talking what this scale€'s about?

Q. We'retalking about what you want to see.

A. Sol don't know that | -- if I'm smart
enough that I'm looking carefully enough at
guidelinesto be ableto say, "Oh, | evaluated that
guideline because they gave me some evidence that
they thought about things." Again, I'm sort of
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Page 197
authors considered side effects and risks, aswell
as benefits, in connection with any particular
recommendation?
MS. LEVI: Object asto form.

A. Not exactly. | would say what AGREE Il has
done has said there's going to be degreesto which
that evidence has -- you feel comfortable that that
evidenceisthere.

And so you're either going to strongly
agree or strongly disagree or somewherein the
middle. And most people are going to -- most
guidelines are going to be right in the middle, you
know, that people have adequately addressed it and
they've shown you this evidence.

And, again, if you systematically look,
you'll be able to pick where a particular guideline
isin that.

Q. At the bottom of the page is a section that
says, "How to Rate." Do you see that?

A. Uh-huh.

Q. So, again, thisis structure that | know
you testified earlier that your team used it as
guidance for how to do it?

A. Right.
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1 Q. It'sstructured for somebody who's looking 1 Q. | acknowledgethat it's eleven yearsold.
2 at guidelinesto ratethem; am | correct? 2 | acknowledge that you're an internal author,
3 A. Yes 3 neither thelead nor the final.
4 Q. And here, toinform the rater's decision 4 Am | correct that the question that was
5 between, asyou said, a spectrum from aweak 1to a 5 being addressed, however, is how seriousis the risk
6 strong 7, one of theitemsis "Reporting of the 6 of thromboembolic events for children who are
7 balance/trade-off between benefits and harms/side 7 hospitalized with inflammatory bowel disease?
8 effectgrisks." 8 A. Yes
9 Do you see that? 9 Q. Andtherefore, isit appropriate to take
10 A. Yes 10 prophylactic measures to prevent thromboembolic
11 Q. Soyouwould agree with me that a set of 11 eventsinthe case of children?
12 guidelinesthat rates strongly on this aspect of 12 A. Yes
13 rigour of development will in fact report in writing 13 Q. Whatisathromboembolic event, if I'm
14 the balance or trade-off between benefits and risks 14 saying that correctly?
15 or harmsthat the drafters have considered? 15 A. Youresayingit great. It'sastroke.
16 MS. LEVI: Object asto form. 16 Q. Isthereanything elsethat falls within
17  A. So, | mean, again, thisisasubjective 17 the category of athromboembolic event?
18 reading that you're going to use on whether | think 18 A. Sure. Any bloodclot. Soit could be, you
19 aparticular guideline has done this. 19 know -- most of them, unfortunately, are going to
20 And to be honest, in the context, it's not 20 predispose to stroke, but you worry about venous
21 just didthey doit, but did they well writeit, is 21 thromboemboli or, you know, DV T, deep venous
22 it clear and concise, isit -- you know, they're 22 thromboses, pulmonary emboli.
23 sort of telling you all these ways you can think 23 Q. All these, very serious medical
24 about what was written. Yes. 24 occurrences?
Page 199 Page 201
1 Q. Theresmany waysit could be written. 1 A. Blood clots, yes.
2 My question for you was, do you agree, 2 Q. Okay. Justsol'mclear -- | know that
3 hbased on either this discussion of how to rate with 3 we're stating things -- am | correct that,
4 regard to Item 11 of the Rigour of Development, that 4 categorically, thromboembolic events are considered
5 aguidelinethat rates "strongly" on this particular 5 toposearisk of serious harm?
6 point will be one which, perhaps among other things, 6 A. Yes
7 actually reports how the authors evaluated the 7 Q. And, indeed, if weturn to Page 344, under
8 balance or trade-off between benefits and harms? 8 "Results' at the bottom, in the first column it
9 MS. LEVI: Object asto form. 9 dtatesthat "Of 532 patients' -- and correct me if
10 A. | wouldagree, if you aregiving a 10 I'mwrong, these are all minors that were subject to
11 "strongly agree" rating of aguideline on this 11 thisstudy, right?
12 Number 11, that you have -- it would be abletomeet |12~ A. Children, yes.
13 these particular rating guidelines. 13 Q. Of 532 patients who were admitted with
14 MR. BROOKS: Let me ask the reporter to 14 inflammatory bowel disease, almost 2 percent
15 mark as Exhibit 17 an article dated 2013, first 15 suffered thromboembolic events, correct?
16 author Zitomersky, with Dr. Lightdaleasaninternal |16 A. Yes.
17 author, entitled "Risk Factors, Morbidity, and 17 Q. Andthat'sduring their period of
18 Treatment of Thrombosisin Children and Y oung 18 hospitalization?
19 Adults" 19 A. Thesewereal during the hospitalization,
20 (Document marked as Lightdale 20 yeah.
21 Exhibit 17 for identification) 21 Q. Okay. Andthat'sfar above therate you
22 Q. Dr.Lightdale, I'm going to guessthat this 22 would expect among normal, healthy children,
23 isan articlethat you haven't read recently. 23 correct?
24 A. No, | haven't read this one recently. 24 A. Yes
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Page 204

1 Q. Andinthesecond column of that same page, 1 retrospective review and contributes to the

2 it saysthat four of the 10 had cerebrovascular 2 literature of these type of retrospective reviews.

3 thrombosis, which isto say astroke; am | correct? 3 | think it can answer some questions. But

4 A. Correct. 4 italso-- it'slimited because it's a retrospective

5 Q. Oneof which resulted in permanent 5 review at asingle center.

6 cognitive defects, right? 6 Q. Itraised enough concernsor questions

7 A. Yes 7 that, based only on this small study, Boston

8 Q. And hemiparesis means partial paralysis? 8 Children's Hospital changed its practices with

9 A. Yes 9 regard to children admitted with inflammatory bowel
10 Q. Okay. Very serious. 10 disease, correct?
11 One of those four patients required brain 11 A. Yeah. We made adecision to do that.
12 surgery? Isthat what intracranial vascular surgery 12 Q. Dr. Lightdale, in weighing the risks and
13 is? 13 benefits of atreatment for any condition in minors
14  A. | believeso. 14 that was not immediately life threatening, if the
15 THE WITNESS: Sorry, | will not -- 15 best available evidence indicated that that
16 MS. LEVI: You should make sureyou answer | 16 treatment increased the long-term risk of
17 hisquestions, and if you need to review it, take 17 thromboembolic eventsin neonatals by 20 percent,
18 thetimeto do that. 18 you would consider that to be an adverse effect that
19 THE WITNESS: Yesh. 19 needed to be given serious weight in the treatment
20 A. Wadl,infull disclosure, | don't -- 20 decision, would you not?
21 MS. LEVI: There'sonly one medical expert 21 MS. LEVI: Object asto form.
22 inthisroom, asfar as| cantell. 22  A. Not necessarily. 1'd need to know alot
23 A. Yeah, sowhat | cantell youiswe 23 more about what you're just explaining. | mean...
24 described it asintracranial vascular surgery. So | 24 Q. I'mgoing to ask the reporter to read the

Page 203 Page 205

1 don't know if it was catheterization. 1 question back and seeif you have a more precise

2 | don't remember the patient. Thiswasa 2 answer.

3 long time ago. 3 THE COURT REPORTER: "Dr. Lightdale, in

4 Q. | understand, but catheterization or buzz 4 weighing the risks and benefits of atreatment for

5 saw, either way it counts as brain surgery, does it 5 any condition in minors that was not immediately

6 not? 6 lifethreatening, does the best available

7  A. Not necessarily, but I'm not abrain 7 evidence" --

8 surgeon. 8 MR. BROOKS: Let mere-ask it myself.

9 MS. LEVI: | object to the form of that 9 Q. Dr.Lightdae, in weighing the risks and
10 question. 10 benefits of atreatment -- we'll stay abstract -- of
11 Q. Now, am| correct that this sample size of 11 aconditionin minorsthat is not immediately life
12 patients who suffered thromboembolic eventsissmall | 12 threatening, if it becomes known that that treatment
13 enough that this was not the type of study that 13 increasesthe long-term risk of thromboembolic
14 could or did predict an incidenceratein a 14 eventsin those children by 20 percent, you would
15 general -- in general among children suffering from 15 consider that an adverse effect that needs to be
16 inflammatory bowel disease? 16 given serious weight in the decision, would you not?
17 MS. LEVI: Object asto form. 17 MS. LEVI: Object asto form.
18 A. Yeah, thisisasingle study retrospective 18 A. Tomethat'sjust too abstract. Like, |
19 review of our population at our hospital. 19 need to understand what we're comparing it to and
20 Q. Andam| correct that that very small 20 what the non-treated group looks like, and also why
21 sample size can raise questions and concerns, but it 21 arewetreating.
22 can't really answer questions? 22 So | don't know that you can answer that
23 MS. LEVI: Object asto form. 23 question so -- like, | can't give a specific answer
24 A. |think -- it was -- it's an important 24 tothat.
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Page 206
Q. You cannot answer the question whether a 20

percent increase in risk of thromboembolic events or
strokes is an adverse effect that you would need to
at least give serious weight to?
MS. LEVI: I'm going to object asto form,
and also it's are-characterization of the question.
You can answer it, if you can.

A. | mean, | think that when you do clinical
studies, you're looking at complications. And so
you want to understand what are the safety events,
and you're going to categorize them. And then
you're going to take that into account as you look
at everything.

It'sjust -- it'stoo -- | think to just go
after throm -- | mean, | don't know that | can
answer the question more than that, is the bottom
line. | just would need alot more context around
it. So...

Q. If atreatment resulted in 40 percent
higher risk of thromboembolic eventsin the treated
population, as compared to the untreated popul ation,
would you consider that an adverse effect that would
need to be given serious weight in the cost/benefit
analysis of atreatment for a condition that was not
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term complications, like alasting effect on memory
is one of the complications | would want to be
factoring in to my thinking about whatever we're
measuring.

Q. Andyou're not willing to say, asyou sit
here today, Dr. Lightdale, that along-term effect
on that child's cognitive capabilitiesis avery
serious negative effect?

MS. LEVI: Object asto form.

A. It'sstill too abstract, the way we're
being asked this.

Q. Do you have any familiarity or general
familiarity with the |Q scale?

A. 1Q?

Q. Yeah

A. Only, like, to talk about Q.

Q. Widll, for instance, do you have a notion of
the cognitive level of somebody who hasan 1Q
measured at 80?

A. Thatis-- you are profoundly not high IQ.

Q. And -- do any of the conditions that you as
aprofessiona treat and any of -- or any of the
treatments that you as a professional are involved
inraise any risk of harm to a child's cognitive
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immediately life threatening?
MS. LEVI: Object asto form.
A. | think all complications need to be
brought into the safety/benefit discussion of any
treatment.
Q. * If atreatment for achild that you were
considering -- if the best available evidence
suggested that that treatment would have alasting
negative effect on the memory and learning
capability of that child, am | correct that you
would consider that to be a very serious harm as you
weighed the harms and benefits of treatments?
MS. LEVI: Object asto form.
A. 1 would agree that you have to think about
all complications and that you want to be
transparent about them and understand them and weigh
them.
Q. I didn't ask about all of them.
MR. BROOKS: | ask the reporter to read back
the question.
(* Question read)
MS. LEVI: Preserving my objection for the
record on rereading.
A. 1 mean, | would say, thinking about long-
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capabilities?
MS. LEVI: Object asto form.

A. Not directly. So-- | mean, not that |

know of.

| think that we worry about side effects.
| study sedation, so | worry about, you know, that's
going to potentially depress somebody's
neurocognitive potential and have an effect. |
worry about sedation. | worry about -- sure, I'm
worried about strokesin kids.

Q. Right. If atreatment that you were
involved in or aclinical situation that you were
involved in involved arisk of significant loss of
cognitive capability to the child, am | correct that
you would consider that to be an important risk, for
instance, to disclose to parents?

MS. LEVI: Object asto form.

A. | think that would be an important risk |
would disclose to parents.

Q. Andif aguideline you were developing
involved atherapy which the best evidence suggested
posed some risk of lasting cognitive impairment, you
would expect to see that disclosed in the guideline,
would you not?
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MS. LEVI: Object asto form.

A. Not necessarily in the guideline if it's
some risk. | need to understand just how much risk.
And then -- again, | believe in guidelines | trust
and trustworthiness of guidelines. So | assume it
would be covered.

Q. Do you know who Marci Bowersis?

A. (Shakes head)

That was "No." Sorry.

MS. LEVI: You haveto say it audibly.

THE WITNESS: Yes. | apologize.

MS. LEVI: But if you need a break --

THE WITNESS: | waswaiting to see if
anyone told me to say "No."

MS. LEVI: Doyou --

THE WITNESS: I'm okay.

MS. LEVI: Areyou sure?

THE WITNESS: Yes, | think so.

MS. LEVI: You should take a break when you
need it.

MR. BROOKS: We're going to be done
shortly. Normally | offer breaks, but we're going
to be done shortly.

MS. LEVI: Okay.

Page 212

BY MR. BROOKS:

Q. Dr. Lightdale, let me ask you to pick up
Exhibit 17 again, the "Risk Factors' document.

A. Yes

Q. And| want to clear up one thing. And,
again, I'm not trying to trick you with memory
tests.

Y ou said more than once that this was about
children, and if you turn to Page 345, there'sa
list at the top of the 10 subjects who suffered
thromboembolic events, and al but one of them are
older than 10, and some of them are in their younger
20s.

| just wanted to call your attention to
that and to clarify for the record that am | correct
that the patients covered in this study were, for
the most part, teens or very young adults?

A. Yeah, thiswas-- yes. Thiswasa
single-center study. And actualy | saw somewhere
in it that we had -- the age range was 8 to 23, |
think.

Q. Okay. And given that there were just 10
patients who had thromboembolic events -- thisis
going to be kind of aterminology question -- is
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BY MR. BROOKS:

Q. Doyou agree with me that if a treatment
recommended in a set of clinical guidelinesinvolves
asignificant risk of permanent loss -- let me start
again.

Do you agree with methat if atreatment
for aminor recommended in clinical practice
guidelines raises a significant risk of permanent
loss of sexual response, that that would be a
serious harm to the affected child?

MS. LEVI: Object asto form.

A. So-- probably. You know, thisis, like, a
probably. Thisislong-term stuff. | think it
probably comes up for oncologists around
chemotherapies.

Q. Andin that context, it's recognized as a
serious adverse effect; am | correct?

A. Again, some-- | can think of treatments |
know of where this would be something you haveto
talk about with the families. So...

MS. LEVI: | need a break.

MR. BROOKS: Fine. Pardon me.

(Recess)
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this what one would describe as anecdotal evidence,
or isit -- kind of rise to the level beyond that?

MS. LEVI: Object to the form.

A. Thisisnot anecdotal. It'sa
retrospective chart review of a cohort at our
hospital.

Q. Of acohort?

A. It'sacohort study.

Q. Retrospective cohort study?

A. Uh-huh.

Q. If experience from a small number of
patients suggests that a particular treatment for
children poses arisk of lasting loss of sexual
response and no large, statistically significant
study has yet been done, would you expect that
clinical practice guidelines addressing that
treatment would -- should and would disclose that
risk as part of the discussion of risks and
benefits?

MS. LEVI: Object asto form.

A. I'mjust finding the questions too
abstract. There are so many things you need to look
at, and so | can't just hear one outcome. | sort of
have to understand who isit compared to, and, you
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know -- whatever. There'sjust alot more details.

Like, what were the other outcomes? What exactly
werewetreating? It'samost hard to answer this
in the abstract. So...

Q. If -- let me show you adocument.

MR. BROOKS: Let me ask the reporter to
mark as Exhibit 18 an article from 1922 -- pardon
me, 2022 entitled "The Dutch Protocol for Juvenile
Transsexuals. Originsand Evidence," by Michael
Biggs.

(Document marked as Lightdale
Exhibit 18 for identification)

Q. Dr. Lightdale, can | say with some
confidence you haven't seen this one?

A. | definitely have not.

Q. And let metake you in this document to
Page -- | want to take you to Page 12. At the very
bottom of Page 12 is a paragraph that begins, "Even
lessis known about the effects of puberty
suppression on sexual functioning." That'sthe
topic sentence.

And then you can turn over the page. Then
there's going to be a quote from Marci Bowers. Let
me make a representation to you who Marci Bowersis.
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honestly you're asking the question in ways that I'm
not sure what I'm answering. So I'd prefer not to
answer.

Q. What about --

MS. LEVI: If you can't answer, you can say
you can't answer.

Q. What about my question is unclear to you?

A. Honestly, I'm not sure if you're -- I'm not
sureif you're asking for me, like, my reaction,
or -- you know, there'salot of ifsinthere. Sol
actually don't understand the data in order to be
able to make any sort of, you know, useful
Statement.

Q. Dr. Lightdale, you've offered opinions that
WPATH, in its preparation of their clinical practice
guidelines, were, quote, exemplary, right?

MS. LEVI: Answer aquestion if he's asked
one.
MR. BROOKS: | have asked one.

A. | gave an opinion that | thought the
process that they describe on their website looks
like what you would want a processto look like.

Q. Am| correct that you have not offered and
have not formed any opinion that WPATH's SOC-8 was
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Sheisapast president of WPATH and is a surgeon

who performs surgical procedures related to sex,
gender-affirming surgeries or sex change surgeries
onminors. And it indicates here, "Marci Bowers,
who has performed over 2,000 vaginoplasties.”

And the quote here is, quote, "Every single
child... who was truly blocked at Tanner stage 2,
has never experienced orgasm. | mean, it'srealy
about zero."

Now, that's not astudy. That's, what
shall we say, expert opinion, comment.

My question for you is, if it'sthe case
that children who are put on puberty blockers at an
early stage of adolescent development in many cases
fail to develop the ability to experience orgasm,
would you consider that responsible clinical
practice guidelines addressing use of puberty
blockers on minors would disclose that risk and
discuss how it had been weighed by the team in their
cost/benefit analysis?

MS. LEVI: Object asto form.

A. Thisisjust so outside my own scope of

practice and knowledge. So I'm just in an areathat
I know nothing about and have no context. And
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in fact developed and written in compliance with any
reliable or respected methodology for devel oping
evidence-based clinical practice guidelines?

MS. LEVI: Object asto form.

A. | have no opinion on the guidelines
themselves, because | didn't look at them, and |
frankly wouldn't understand them. So...

Q. And you have not formed any opinion as
to -- you have not formed any opinion that SOC-8 was
in fact developed and written in compliance with a
reliable methodology for devel oping evidence-based
clinical practice guidelines?

MS. LEVI: Object asto form.

A. | have formed an opinion that the website
and their discussion and description of the methods
that they used, and today actually looking, albeit
briefly, at the methods, looks, honestly, rigorous,
transparent and well thought out; that they put up a
process that they were -- that they say that they
followed. That'swhat | can form my opinion on.

Q. Andtheflip side of that is, you don't
have the information you would need to form an
opinion asto whether they actually followed the
process described in the methodology; am | correct?
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Page 218 Page 220
1 A. Correct. Yes. 1 SUGGESTED CORRECTIONS
2 MR. BROOKS: | have no further questions 2 RE: BriannaBoe, etal, ec., vs.
3 for the witness. 5 Hon. Steve Marshall, etc., et al.
4 _ MS. LEVI: Okay. The witnesswill read and WITNESS: Jenifer Lightdale, M.D. , Vol. |
5 sign. 4
6 (Whereupon the deposition The above-named witness wishes to make the following
7 was concluded at 3:15 p.m.) 5  changesto the testimony as originally given:
8 6 PAGE LINE SHOULD READ REASON
9 7
10 8
: :
12 11
13 12
14 13
15 14
16 15
17 16
18 17
19 18
19
20 20
21 21
22 22
23 23
24 24
Page 219 Page 221
1 CERTIFICATE 1 COMMONWEALTH OF MASSACHUSETTYS)
2 |, Jenifer Lightdale, M.D., do hereby certify 2 SUFFOLK, SS. )
3 that | have read the foregoing transcript of my 3 |, Carol H. Kusinitz, RPR and Notary Publicin
4 testimony, and further certify, under the pains and 4 and for the Commonwealth of Massachusetts, do hereby
5 penalties of perjury, that said transcript 5 certify that there came before me on the 6th day of
6 (with/without) suggested correctionsis atrue and 6 May, 2023, at 9:12 am., the person hereinbefore
7 accurate record of said testimony. 7 named, who was by me duly sworn to testify to the
8 Daedat , this day of 8 truth and nothing but the truth of her knowledge
9 2023. 9 touching and concerning the matters in controversy
10 10 inthis cause; that she was thereupon examined upon
11 11 her oath, and her examination reduced to typewriting
12 12 under my direction; and that the depositionisa
13 xR KKK 13 truerecord of the testimony given by the witness.
14 14 | further certify that | am neither attorney or
15 15 counsel for, nor related to or employed by, any
16 16 attorney or counsel employed by the parties hereto
17 17 or financialy interested in the action.
18 18
19 19
20 20
21 21
22 22
23 23
24 24
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1 Under Federal Rule 30: 1 ERRATA for ASSIGNMENT #6671430
2 X Reading and Signing was requested 2 |, the undersigned, do hereby certify that | have read the
. _ . transcript of my testimony, and that
3 Reading and Signing was waived 3
4 Reading and Signing was not requested. 4 __ Thereareno changes noted.
5 5 __ Thefollowing changes are noted:
6  Inwitness whereof, | have hereunto set my hand 6
7 and affixed my notarial seal this 14th day of May, Pursuant to Civil Procedure, Rule 30. ALA. CODE §5-30(¢)
7 (2017). Rule 30(e) states any changesin form or
8 2023. substance which you desire to make to your testimony shall
9 ;) H PR 8 be entered upon the deposition with a statement of the
10 K ‘VW{ - KLW‘HJS reasons given for making them. To assist you in making any
11 Notary Public 9 such corrections, please use the form below. If additional
12 Commission expi res 5/20/27 o pages are necessary, please furnish same and attach.
13 11 Page_ Line Change
14 12
15 13 Reason for change
16 14 Page____ Line Change
15
17 16 Reason for change
18 17 Page__ Line Change
19 18
20 19 Reason for change
21 20 Page___ Line Change
21
22 22 Reason for change
23 23 Page____ Line Change
24 24
Page 223 Page 225
1 To: Jennifer Levi, Esq. 1 Page____ Line Change
2 Re: Signature of Deponent CONF Jenifer Lightdale, M.D. 2
3 Date Erratadue back at our offices: 30 days
4 3 Reason for change
5 Greetings: 4 Page__ Line__ Change
6 This deposition has been requested for read and sign by 5
the deponent. It is the deponent's responsibility to 6 Reason for change
7 review the transcript, noting any changes or corre_ctions 7 Page____ Line Change
on the attached PDF Errata. The deponent may fill 8
8 out the Errata electronically or print and fill out
manually. 9 Reason for change
9 10 Page____ Line Change
10 Oncethe Errataissigned by the deponent and notarized, 11
please mail it to the offices of Veritext (below). 12 Reason for change
11 .
12 When the signed Erratais returned to us, we will seal 18 Page___Line____ Change
and forward to the taking attorney to file with the 14
13 original transcript. We will also send copies of the 15 Reason for change
Erratato all ordering parties. 16
14 17
15 If the signed Erratais not returned within the time 18
. above, t‘he origina _transcnpt may be filed with the DEPONENT'S SIGNATURE
court without the signature of the deponent.
17 19
18 Please Email the completed errata/witness cert page Sworn to and subscribed before methis___ day of
to CS-SOUTHEAST@VERITEXT.COM 20
19 or mail to
20 Veritext Production Facility o1 ’
21 2000A Southbridge Parkway, Suite 400
22 Birmingham, AL 35209 22
23 800-808-4958 23 NOTARY PUBLIC/ My Commission Expires:
24 24

57 (Pages 222 - 225)

Veritext Legal Solutions

877-373-3660

800.808.4958



	CONF Jenifer Lightdale , M.D.
	Word Index
	All
	& - 2024
	20530 - able
	able - afternoon
	age - appendix
	appendix - attempt
	attempted - believe
	beneficial - brianna
	briefly - certify
	cetera - close
	close - competition
	complementary - consider
	consider - correction
	corrections - decision
	decisions - detail
	detailed - discuss
	discussed - e
	e.g. - essentially
	essentially - examined
	example - eye
	f - first
	first - full
	full - going
	going - guideline
	guideline - health
	health - impact
	impacts - individual
	individual - investigators
	invited - know
	know - levi
	levi - llp
	logically - make
	make - means
	meant - michael
	middle - need
	needed - objective
	objective - ordering
	ordinarily - paragraph
	paragraph - people
	people - positions
	positives - procedural
	procedural - published
	published - quote
	quoted - rebuttal
	recall - reliable
	reliable - retrospective
	returned - s250
	s258 - second
	second - seven
	several - sort
	sort - staying
	step - suffering
	sufficient - take
	take - text
	text - thought
	thought - treat
	treated - uh
	uh - used
	used - way
	way - working
	working - zoom

	Alphabetical
	Numbers and Symbols
	& - 2024
	20530 - able

	A
	20530 - able
	able - afternoon
	age - appendix
	appendix - attempt
	attempted - believe

	B
	attempted - believe
	beneficial - brianna
	briefly - certify

	C
	briefly - certify
	cetera - close
	close - competition
	complementary - consider
	consider - correction
	corrections - decision

	D
	corrections - decision
	decisions - detail
	detailed - discuss
	discussed - e

	E
	discussed - e
	e.g. - essentially
	essentially - examined
	example - eye

	F
	f - first
	first - full
	full - going

	G
	full - going
	going - guideline
	guideline - health

	H
	guideline - health
	health - impact

	I
	health - impact
	impacts - individual
	individual - investigators
	invited - know

	J
	invited - know

	K
	invited - know
	know - levi

	L
	know - levi
	levi - llp
	logically - make

	M
	logically - make
	make - means
	meant - michael
	middle - need

	N
	middle - need
	needed - objective

	O
	needed - objective
	objective - ordering
	ordinarily - paragraph

	P
	ordinarily - paragraph
	paragraph - people
	people - positions
	positives - procedural
	procedural - published
	published - quote

	Q
	published - quote
	quoted - rebuttal

	R
	quoted - rebuttal
	recall - reliable
	reliable - retrospective
	returned - s250

	S
	returned - s250
	s258 - second
	second - seven
	several - sort
	sort - staying
	step - suffering
	sufficient - take

	T
	sufficient - take
	take - text
	text - thought
	thought - treat
	treated - uh

	U
	treated - uh
	uh - used
	used - way

	V
	used - way

	W
	used - way
	way - working
	working - zoom

	X
	working - zoom

	Y
	working - zoom

	Z
	working - zoom




